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Title  42 — Public  Health 

CHAPTER  I^PUBUC  HEALTH  SERVICE, 

DEPARTMENT  OF  HEALTH,  EDUCATION, 

AND  WELFARE 

SUBCHAPTER  A— GENERAL  PROVISIONS 

PART  2— CONODENTIALITY  OF  ALCOHOL 
AND  DRUG  ABUSE  PATIENT  RECORDS 

On  May  9,  1975,  the  Department  of 
Health,  Education,  and  Welfare  and  the 
Special  Action  OfiRce  for  Drug  Abuse  Pre¬ 
vention  published  in  the  Federal  Regis¬ 
ter  (40  FR  20522)  a  notice  of  prc^xised 
joint  rulemaking  setting  forth  a  proposed 
new  Part  2  of  Title  42  of  the  Code  of 
Federal  Regulations  governing  the  con¬ 
fidentiality  of  alcohol  and  drug  abuse 
patient  records. 

Interested  persons  were  invited  to  sub¬ 
mit  written  comments,  views,  or  argu¬ 
ments  with  respect  to  the  proposed  regu¬ 
lations  within  30  days  of  the  date  of  pub¬ 
lication  of  that  notice.  All  comments  so 
submitted  were  carefully  considered,  and 
at  various  stages  in  the  rulemaking  proc¬ 
ess,  the  Administrator  of  Veterans’  Af¬ 
fairs  and  the  heads  of  other  Federal  de¬ 
partments  and  agencies  substantially  af¬ 
fected  by  the  proposed  regulations  were 
consulted. 

As  finallj’  adopted  and  set  forth  here¬ 
inafter,  the  regulations  contain  two  ma¬ 
jor  substantive  changes  fr(»n  the  May  9 
prc^x>sal.  The  separate  treatment  of 
funding  sources  and  third-party  payers 
(§§  2.21  and  2.37  of  the  proposed  regula¬ 
tions)  was'^andoned  as  imworkable, 
primarily  because  the  prc^bitions  which 
the  proposed  regulations  would  have 
placed  on  funding  sources  would  have 
directly  confiicted  with  requirements 
which  have  been  proposed  in  implemen¬ 
tation  of  Title  XX  of  the  Social  Security 
Act  (see  proposed  45  CFR  228.63,  40  FR 
16802,  16809,  April  14,  1975).  In  lieu  of 
this  approach,  §  2.37  has  been  revised 
to  provide  that  funding  sources  and 
third-party  payers  maintaining  drug  or 
alcohol  abuse  patient  records  are  sub¬ 
ject  to  restrictions  upon  disclosure  to  the 
same  extent  and  in  the  same  manner  as 
any  other  entity  maintaining  records 
which  are  within  the  scope  of  the  au¬ 
thorizing  legislation  and  this  Part. 

The  other  major  change  is  in  the  area 
of  criminal  justice  system  referrals,  and 
the  groimds  for  the  rules  finally  adopted 
are  set  forth  in  the  basis  and  purpose 
section  (§  2.39-1)  pertaining  thereto.  In 
connecUon  with  that  change,  it  must  be 
frankly  acknowledged  that  the  argu¬ 
ments  set  forth  in  the  corre^KMiding  ba¬ 
sis  and  purpose  section  (§  2.40-1)  of  the 
May  9  proposal  have  merit.  The  final  rule 
may  in  certain  instances  result  in  a  com¬ 
promise  of  the  treatment  process,  if 
judges  or  other  authorities  in  the  crim¬ 
inal  justice  system  overreact  to  informa¬ 
tion  whose  communication  is  allowed 
under  the  final  rules  but  would  have  been 
prohibited  under  the  proposed  rules. 

Against  such  an  adverse  effect,  how¬ 
ever,  there  must  be  weighed  the  very  real 
advantage  which  genuine  cooperation  be¬ 
tween  community  social  service  systems 
and  the  criminal  justice  system  can  yield 
for  those  whose  lives  are  crippled  and 
scarred  by  the  conse<iuences  of  their  own 


criminal  conduct.  Governmental  re¬ 
sponses  based  on  a  piue  medical  model 
have  not  met  with  noticeably  greater 
success  than  those  based  on  a  purely  pu¬ 
nitive  approach,  and  it  would  be  tragic  if 
these  rules  were  so  constructed  as  to  be¬ 
come  a  barrier  to  the  development  ot 
better  ways  to  deal  with  those  who  are 
caught  up  in  a  pattern  of  seriously  anti¬ 
social  behavior. 

In  addition  to  the  foregoing  major 
changes,  the  following  minor  c>olicy 
changes  were  made. 

Provisions  relating  to  destruction  or 
other  disposition  of  records  were  dropped 
from  S  2.21  (§  2.22  in  the  May  9  proposal) 
as  unnecessary  except  in  the  case  of  pro¬ 
grams  discontinuing  operations. 

The  fixed  limitation  on  the  permissi¬ 
ble  duration  of  written  consent  for  dis¬ 
closure  was  dropped  from  $2.31  in  favor 
of  a  limitation  to  such  duration  as  may 
be  reasonably  necessary  to  effectuate  the 
purpose  for  which  the  consent  is  given. 

The  specification  of  crimes  in  I  2.65 
for  which  a  court  order  may  be  granted 
authorizing  use  of  program  records  in 
the  investigation  or  prosecution  of  a  pa¬ 
tient  was  broadened  to  cover  any  “ex¬ 
tremely  serious”  crime,  with  those  listed 
in  the  May  9  notice  being  retained  as 
examples. 

Finially,  a  number  of  clarifying,  tech¬ 
nical,  and  conforming  changes  were 
made  in  the  May  9  prc^sal,  but  these 
are  without  significant  substantive  effect. 

Accordingly,  pursuant  to  the  authority 
of  section  408  of  the  Drug  Abuse  Office 
and  Treatment  Act  of  1972,  as  amended 
by  Pub.  L.  92-282  (21  U.S.C.  1175),  and 
section  333  of  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treat¬ 
ment,  and  Rehabilitation  Act  of  1970, 
as  amended  by  Pub.  L.  93-282  (42  U.S.C. 
4582) ,  and  under  the  authority  delegated 
to  the  General  Counsel  of  the  Special 
Action  Office  for  Drug  Abuse  Prevention 
(39  PR  17901,  May  21, 1974) ,  Subchapter 
A  of  (Chapter  I,  Title  42,  Code  of  Federal 
Regulations,  is  amended  by  Inserting 
immediately  after  Part  1  thereof  a  new 
Part  2  to  read  as  set  forUi  below. 

^Effective  date.  These  regulations  shall 
be  effective  on  August  1,  1975. 

Dated:  June  25, 1975. 

R.  Moure, 

Acting  Assistant  Secretary  for 
Health,  Department  of 
Health,  Education,  and  Wel~ 
fare. 

Approved:  June  26, 1975. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education, 
and  Welfare. 

Dated:  June  27, 1975. 

Grasty  Crews  n. 

General  Counsel,  Special  Action 
Office  for  Drug  Abuse  Prevent 
tion. 

Dated:  Jime  27, 1975. 

Robert  L.  DuPont, 

Director,  Special  Action  Office 
for  Drug  Abuse  Prevention. 


Suhpart  A — Introductory  Statement 

See. 

2.1  Statutory  authority — drug  abuse. 

2.2  Statutory  authority — alcohol  abuse. 

2.3  Previous  regulations  as  oontioUlng 

authority. 

2.4  General  ptupoees. 

2.6  Format. 

aa  Administration  and  enforcement  In 
general. 

2.7  Reports  of  violations. 

Subpart  B — General  Provisions 

Sec. 

2.11  Definitions  and  usages — ^rules. 

2.11- 1  Definitions  and  usages — basis  and 

purpose. 

2.12  ^^llMbility — ^rulea 

2.12- 1  Applicability — ^basls  and  purpose. 

2.13  General  rules  regarding  confiden¬ 

tiality — rules. 

2.13- 1  General  rules  regarding  confidenti¬ 

ality — basis  and  purpose. 

2.14  Penalty  for  violations — ^rules. 

2.14- 1  Penalty  for  violations — ^basis  and 

purpose. 

2.15  Minor  patients — rules 

2.15- 1  Minor  patients — ^basls  and  purpose. 

2.16  Incompetent  and  deceased  pa¬ 

tients — ^rules. 

2.16- 1  Incompetent  and  deceased  pa¬ 

tients — ^basis  and  purpose. 

2.17  Security  precautions — ^rules. 

2.17- 1  Security  precautions — ^basls  and  pur¬ 

pose. 

2.18  Extent  of  disclosure — rules. 

2.18- 1  Extent  of  disclosure — basis  and  pur¬ 

pose. 

2.19  Undercover  agents  and  Informants— 

rules. 

2.19- 1  Undercover  agents  and  Informants — 

basis  and  purpose. 

2.20  Identification  cards — ^rules. 

220- 1  Identification  cards — ^basls  and  pur¬ 

pose. 

2.21  Disposition  of  discontinued  program 

records — rules. 

221- 1  Disposition  of  discontinued  program 

records — ^basls  and  purpose. 

222  Former  employees  and  otoers — rules. 

222- 1  Former  employees  and  others — basis 

and  purpose. 

223  Relationship  to  State  laws — ^rules. 

2.23- 1  Relationship  to  State  laws — ^basls  and 

purpose. 

224  Relationship  to  section  303(a)  of 

Public  Health  Service  Act  and  sec¬ 
tion  502(c)  of  Controlled  Sub¬ 
stances  Act — ^rules. 

2.24- 1  Relationship  to  section  303(a)  of 

Public  Health  Service  Act  and 
section  502(c)  of  Controlled  Sub¬ 
stances  Act — basis  and  pxupose. 

Subpart  C — Disclosures  With  Patient's  Consent 
2.31  Written  consent  required — ^rules. 
2.31-1  Written  consent  required— basis  and 
purpose. 

222  Prohibition  on  redisclosure — ^rules. 

222- 1  Prohibition  on  redisclosure — basis 

and  piupose. 

223  Diagnosis,  treatment,  and  rehabili¬ 

tation — unites. 

223- 1  Diagnosis,  treatment,  and  rehabilita¬ 

tion — ^basis  and  purpose. 

2.34  Prevention  of  certain  mtiltlple 
enrollments — ^rulee. 

224- 1  ITevention  of  certain  multiple 

enrollments — basis  and  purpose. 

225  legal  counsel  for  patient — rules. 

225- 1  legal  counsel  for  patient — basis  and 

purpose. 

826  Patient’s  family  and  others — ^rulee. 

226- 1  niUent’s  family  and  others — bosle 

and  purpose. 

227  Third  party  payers  and  funding 
sources — rules. 

227- 1  Third  party  payers  and  funding 

aonreee — basis  and  purpose. 
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2.38  Employers  and  emiHoyment  agen¬ 

cies — rules. 

2.38- 1  Employers  and  employment  agen¬ 

cies — basis  and  purpose. 

2.39  Criminal  Justice  system  referrals  and 

functions — ^rules. 

2.39- 1  Criminal  Justice  system  referrals  and 

functions — ^basls  and  purpose. 

2.40  Situations  not  otherwise  provided 

for — rules. 

2.40- 1  Situations  not  otherwise  provided 

for — basis  and  purpose. 

Subpart  O — Disclosures  Without  Patient  Consent 

2.51  Medical  emergencies — rules. 

2.51- 1  Medical  emergencies — basis  and  pur¬ 

pose. 

2.52  Research,  audit,  and  evaluation — 

rules. 

2.52- 1  Research,  audit,  and  evaluation — 

basis  and  purpose. 

2.53.  Government  agencies — rules. 

2.53- 1  Governmental  agencies — basis  and 

ptupose. 

2.54  Patient  Identifying  information  In 
connection  with  examinations — 
rules. 

2.54- 1  Patient  Identifying  Information  in 

connection  with  examinations — 
basis  and  purpose. 

2.56  Supervision  and  regulation  of  nar¬ 
cotic  maintenance  and  detoxifica¬ 
tion  programs — ^rules. 

2.56-1  Supervision  and  regulation  of  nar¬ 
cotic  maintenance  and  detoxifica¬ 
tion  programs — basis  and  purpose . 
2.56  Prohibition  on  disclosure  of  patient 
Identities  from  research,  audit,  or 
evaluation  records — ^rules. 

2.56-1  Prohibition  on  dls<dosure  of  patient 
identltee  from  research,  audit,  or 
evaluation  records — basis  and  pur¬ 
pose. 

Subpart  E — Court  Orders 

2.61  Legal  effect  of  order — ^rules. 

2.61- 1  Legal  effect  of  order — basis  and  pur¬ 

pose. 

2.62  Inapplicability  to  secondary  rec¬ 

ords — rules. 

2.62- 1  Inapplicability  to  secondary  rec¬ 

ords — basis  and  purpose. 

2.63  Limitation  to  objective  data — ^rules. 

2.63- 1  Limitation  to  objective  data — basis 

and  piirpose. 

2.64  Procedures  and  criteria  In  general — 

rules. 

2.64- 1  Procedures  and  criteria  In  general — 

basis  and  purpose. 

2.66  Investigation  and  prosecution  of  pa¬ 
tients — rules. 

2.65- 1  Investigation  and  prosecution  of  pa¬ 

tients — ^basls  and  purpose. 

2.66  Investigation  and  prosecution  of 

{NTOgrams — rules. 

2.66- 1  Investigation  and  prosecution  of 

programs — bfwls  and  purpose. 

2.67  Undercover  agents  and  Informants — 

rules. 

2.67- 1  Undercover  agents  and  Informants — 

basts  and  purpose. 

Subpart  A — Introductory  Statement 
S  2.1  Statutory  authority— drug  abuse. 

(a)  Statutory  provisions  effective 
May  14,  1974.  Insofar  as  the  provisions 
of  this  part  pertain  to  any  i^rogram  or 
activity  relating  to  drug  abuse  education, 
training,  treatment,  rehabilitation,  or 
resrarch,  such  provisions  are  authorized 
under  section  408  of  Pub.  L.  92-255,  the 
Drug  Abuse  Office  and  Treatment  Act  of 
1972  (21  UJS.C.  1175)  as  amKided  by 
section  303  ot  Pub.  L.  93-282  (88  Stat. 
137).  That  sectiixi  reads  as  follows: 


§  408.  (k>nfidentiality  of  patient  records. 

(a)  Records  of  the  Identity,  diagnosis, 
prognosis,  or  treatment  ot  any  patient  which 
are  maintained  In  coxmectlon  with  the  per¬ 
formance  of  any  drug  abuse  prevention 
function  conducted,  regulated,  or  directly  or 
Indirectly  assisted  by  any  department  or 
agency  of  the  United  States  shall,  except  as 
provided  In  subsection  (c),  be  confidential 
and  be  disclosed  only  for  the  purposes  and 
under  the  circumstances  expressly  author¬ 
ized  under  subsection  (b)  of  this  section. 

(b) (1)  The  content  of  any  record  referred 
to  In  subsection  (a)  may  be  disclosed  in  ac¬ 
cordance  with  the  prlix'  written  consent  of 
the  patient  with  respect  to  whom  such  rec¬ 
ord  Is  maintained,  but  only  to  such  extent, 
under  such  circumstances,  and  for  such  pur¬ 
poses  as  may  be  allowed  under  regulations 
prescribed  pursuant  to  subsection  (g). 

(2)  Whether  or  not  the  patient,  with  re- 
q>ect  to  whom  any  given  recmrd  referred  to  In 
subsection  (a)  of  this  section  Is  maintained, 
gives  his  written  consent,  the  content  of 
such  record  may  be  disclosed  as  follows: 

(A)  To  medical  personnel  to  the  extent 
necessary  to  meet  a  bona  fide  medical  emer¬ 
gency. 

(B)  To  qualified  personnel  for  the  purpose 
of  conducting  scientific  research,  manage¬ 
ment  audits,  financial  audits,  or  program 
evaluation,  but  such  personnel  may  not  Iden¬ 
tify.  directly  or  Indirectly,  any  Individual 
patient  In  any  report  of  such  research,  audit, 
or  evaluation,  or  otherwise  disclose  patient 
Identities  In  any  manner. 

(C)  If  authorized  by  an  apprc^rlate  order 
of  a  court  of  competent  Jurisdiction  granted 
after  £q>plicatlon  showing  good  cause  there¬ 
for.  In  assessing  good  cause  the  court  ^all 
weigh  the  public  Interest  and  the  need  for 
disclosure  against  the  Injury  to  the  patient, 
to  the  physician-patient  relationship,  and  to 
the  treatment  services.  Upon  the  granting  of 
such  (u*der,  the  comrt,  In  determining  the  ex¬ 
tent  to  which  any  disclosure  of  all  or  any 
part  of  any  record  Is  necessary,  shall  impose 
appropriate  safeguards  against  unauthorized 
diwiosure. 

(o)  Except  as  authorized  by  a  court  order 
granted  under  subsection  (b)  (2)  (C)  of  this 
section,  no  record  referred  to  in  subsection 
(a)  may  be  used  to  initiate  or  substantiate 
any  criminal  charges  against  a  patient  or  to 
conduct  any  Investigation  of  a  patient. 

(d)  The  prohibitions  of  this  section  con¬ 
tinue  to  iqiply  to  records  concerning  any  In¬ 
dividual  who  has  been  a  patient.  Irrespective 
of  whether  or  when  he  ceases  to  be  a  patient. 

(e)  The  prohibitions  of  this  section  do  not 
f^ly  to  any  Interchange  ot  records — 

(1)  within  the  Armed  Forces  or  within 
those  components  of  the  Veterans'  Admin¬ 
istration  fvumlshlng  health  ccue  to  veterans, 
or 

(2)  between  such  continents  and  the 
Armed  Forces. 

(f)  Any  person  who  violates  any  provlskm 
of  this  seotlcm  or  any  regulation  Issued  pur¬ 
suant  to  this  section  shall  be  fined  not  more 
than  6500  In  the  case  of  a  first  offense,  and 
not  more  than  $6,000  In  the  case  of  each  sub¬ 
sequent  offense. 

(g)  The  Director  of  the  l^ieclal  Action  Of¬ 
fice  for  Drug  Abuse  Prevention,  after  consul¬ 
tation  with  the  Admlnlstrat(»'  of  Veterans’ 
Affairs  and  tiie  heads  of  other  Federal  de¬ 
partments  and  agencies  substantially  affected 
thereby,  shall  prescribe  regulations  to  carry 
out  the  purposes  of  this  section.  These  reg¬ 
ulations  may  contain  such  definitions,  and 
may  provide  for  such  safeguards  and  pro¬ 
cedures,  Including  procedures  and  criteria 
for  the  Issuance  and  scope  of  orders  under 
subsection  (b)  (2)  (O),  as  in  the  Judgment  of 
the  IMrector  are  necessary  or  proper  to  effeo- 
tuate  the  purposes  of  this  section,  to  prevent 
clreumventloa  or  evaskm  thereof,  or  to  fa¬ 
cilitate  compliance  therewith. 


(b)  Amendments  effective  June  30, 
1975.  Effective  on  the  date  specified  in 
section  104  of  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (June  30,  1975), 
the  first  sentence  of  section  408(g)  above, 
will  be  amended  by  striking  “Director  of 
the  Special  Action  Office  for  Drug  Abuse 
Prevention”  and  inserting  in  lieu  thereof 
“Secretary  of  Health,  Education,  and 
Welfare”,  and  the  second  sentence  of 
such  section  will  be  amended  by  striking 
“Director”  and  inserting  “Secretary”  in 
lieu  thereof.  Also  effective  on  that  date, 
section  408,  above,  will  be  further 
amended  by  (1)  striking  out  “The”  and 
inserting  in  lieu  thereof  “Except  as  pro¬ 
vided  in  subsection  (h)  of  this  section, 
the”  in  the  first  sentence  of  subsection 
(g)  of  such  section;  and  (2)  adding  at 
the  end  of  such  section  the  following 
new  subsection: 

(h)  The  Administrator  of  Veterans’  Affairs, 
through  the  Chief  Medical  Director,  shall, 
to  the  maximum  feasible  extent  consistent 
with  their  responslbUltles  under  title  38. 
United  States  Code,  prescribe  regulations 
making  applicable  the  regulations  estab¬ 
lished  by  the  Secretary  under  subsection  (g) 
of  this  section  to  records  maintained  In  con¬ 
nection  with  the  provision  of  hospital  care, 
nursing  home  care,  domiciliary  care,  and 
medical  services  under  such  title  38  to  vet¬ 
erans  suffering  from  drug  abuse.  In  prescrib¬ 
ing  and  Implementing  regulations  pxirsuant 
to  this  subsection,  the  Administrate  shall, 
from  time  to  time,  consult  with  the  Secre¬ 
tary  In  order  to  achieve  the  maximum  pos¬ 
sible  coordination  of  the  regulations,  and 
the.  Implementation  thereof,  which  they  each 
prescribe. 

§2.2  Statutory  authority  —  alcohol 

abuse. 

Insofar  as  the  provisions  of  this  part 
pertain  to  any  program  or  activity  relat¬ 
ing  to  alcoholism  or  alcohol  abuse  edu¬ 
cation,  training,  treatment,  rehabilita¬ 
tion,  or  research,  such  provisions  are 
authorized  under  section  333  of  Pub.  L. 
91-616,  the  Comprehensive  Alcohol  Abuse 
and  Alcoholism  Prevention.  Treatment 
and  Rehabilitation  Act  of  1970  (42  U.S.C. 
4582),  as  amended  by  section  122(a)  of 
Pub.  L.  93-282,  the  Comprehensive  Al¬ 
cohol  Abuse  and  Alcoholism  Prevention, 
Treatment,  and  Rehabilitation  Act 
Amendments  of  1974  (88  Stat.  131).  As 
so  amended,  that  section  reads  as 
follows: 

CONnDKNTIAUTT  OF  RXCOSDS 

Sec.  333.  (a)  Records  of  the  identity,  diag¬ 
nosis,  prognosis,  or  treatment  of  any  patient 
which  ue  maintained  in  connection  with  the 
performance  of  any  program  or  activity  re¬ 
lating  to  alcoholism  or  alcohol  abuse  educa¬ 
tion.  training,  treatment,  rehabilitation,  or 
research,  which  is  conducted,  regulated,  or 
directly  or  indirectly  assisted  by  any  depart¬ 
ment  or  agency  of  Uie  United  States  shall, 
except  as  provided  in  subsection  (e) ,  be  con¬ 
fidential  and  be  disclosed  only  for  the  pur¬ 
poses  and  under  the  circumstances  expressly 
authorized  under  subsection  (b)  of  this 
section. 

(b)  (1)  The  content  of  any  record  referred 
to  In  subsection  (a)  may  be  disclosed  in  ac¬ 
cordance  vrlth  the  prior  written  consent  of 
the  patient  with  respect  to  vdiom  such  rec¬ 
ord  is  maintained,  but  only  to  such  extent, 
under  such  circumstances,  and  for  such  pur¬ 
poses  as  may  be  allowed  under  regulations 
prescribed  pursxumt  to  subsectl<m  (g) . 
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(2)  Whether  or  not  the  patient,  with  re¬ 
spect  to  whom  any  given  record  referred  to 
In  subsection  (a)  of  this  section  Is  main¬ 
tained,  gives  hts  written  consent,  the  cmitent 
of  such  record  may  be  disclosed  as  follows: 

(A.)  TV)  medical  personnel  to  the  extent 
necessary  to  meet  a  bona  fide  medical  emer¬ 
gency. 

(B)  To  qualified  personnel  for  the  pur¬ 
pose  of  conducting  scientific  research,  man¬ 
agement  audits,  financial  audits,  or  program 
evaluation,  but  such  pmsonnel  may  not  Iden¬ 
tify,  directly  or  Indirectly,  any  Individual 
patient  In  any  report  of  such  research,  audit, 
or  evaluation,  or  otherwise  disclose  patient 
Identities  In  any  mannw. 

(C)  If  authorized  by  an  apprc^rlate  order 
of  a  court  of  competent  Jurisdiction  granted 
after  iq>pllcatlon  showing  good  cause  there¬ 
for.  In  assessing  good  cause  the  court  shall 
irelgh  the  public  Interest  and  the  need  for 
dlsclosxire  against  the  injury  to  the  patient, 
to  the  physlclan-patlent  relatlonahlp.  and 
to  the  treatment  services.  Upon  the  granting 
of  such  order,  the  court.  In  determining  the 
extent  to  which  any  disclosure  of  all  or  any 
part  of  any  record  Is  necessary,  shall  Impose 
appn^rlate  safeguards  against  unauthorized 
disclosure. 

(c)  Except  as  authorized  by  a  court  order 
granted  under  subsection  (b)  (2)  (C)  of  this 
section,  no  record  referred  to  In  subsection 
(a)  may  be  used  to  Initiate  or  substantiate 
any  criminal  charges  against  a  patient  or  to 
conduct  any  Investigation  of  a  patient. 

(d)  The  prohibitions  of  this  section  con¬ 
tinue  to  apply  to  records  concerning  any  In¬ 
dividual  who  has  been  a  patient,  irrespective 
of  whether  ot  when  he  ceases  to  be  a  patient. 

(e)  The  prohibitions  of  this  section  do 
not  apply  to  any  Interchange  of  records — 

(1)  within  the  Armed  Fmces  or  within 
those  components  of  the  Veterans’  Admin¬ 
istration  furnishing  health  care  to  veterans, 
or 

(2)  between  such  components  and  the 
Armed  Forces. 

(f)  Any  person  who  violates  any  provi¬ 
sion  of  this  section  or  any  regulation  Issued 
pursuant  to  this  section  shall  be  fined  not 
more  than  $500  In  the  ease  of  a  first  offense, 
and  not  more  than  $5,000  In  the  case  of  each 
subsequent  <^ense. 

(g)  Except  as  provided  In  subsection  (h) 
of  this  secticm,  the  Secretary  shall  {uescrlbe 
regulations  to  carry  out  the  purposes  of  this 
section.  These  regulations  may  contain  such 
definitions,  and  may  provide  for  such  safe¬ 
guards  and  procedures.  Including  procedures 
and  criteria  for  the  Issuance  and  scope  of 
ordMS  under  subsection  (b)(2)(C).  as  In 
the  Judgment  of  the  Secreta^  are  necessary 
or  propw  to  effectuate  the  purposes  of  this 
section,  to  prevent  circumvention  or  evasion 
thereof,  or  to  facilitate  compliance  thme- 
wlth. 

(h)  The  Administrator  of  Veterans’  Affairs, 
through  the  Chief  Medical  Director,  shall,  to 
the  maximum  feasible  extent  consistent  with 
their  responsibilities  under  title  S8,  United 
States  Code,  prescribe  regulations  mitiring 
applicable  the  regulations  prescribed  by  the 
Secretary  under  subsection  (g)  of  this  sec¬ 
tion  to  records  maintained  In  connection 
with  the  provision  of  hospital  care,  nursing 
home  care,  domiciliary  care,  and  medical 
sei  flees  under  such  title  88  to  veterans  suf¬ 
fering  from  alcohol  abuse  or  alcoholism.  In 
prescribing  and  In^ilementing  regulations 
pursuant  to  this  subsection,  the  Administra¬ 
tor  Shan,  from  time  to  time,  consult  with 
the  Secretary  In  order  to  achieve  the  nuucl- 
mum  possible  coordination  of  the  regula¬ 
tions.  and  the  tmplMnentation  thereof, 
which  they  each  prescribe. 


§  2.3  Previous  regulations  as  controlling 
authority. 

Attoitlon  is  called  to  the  interpreta¬ 
tive  regulations,  issued  by  the  Special 
Actiem  Office  tor  Dtik  Abuse  Prevention 
(37  PR  24636,  November  17,  1972,  as  re¬ 
vised  38  FR  33744,  December  6,  1973, 
referred  to  hereinafter  in  tliis  part  as 
the  “previous  regulations") .  Those  regu¬ 
lations  have  be^  given  a  special  status 
as  controlling  authority  by  the  provi¬ 
sions  of  secticm  303(d)  of  Pub.  L.  93-282, 
as  well  as  the  references  in  the  legisla¬ 
tive  history  of  that  act  to  the  precedents 
established  under  section  408  of  Pub.  L. 
92-255.  Such  references  appear  at  page 
11  of  House  Committee  Report  No.  93- 
759  and  at  page  H3563  of  the  Congres¬ 
sional  Record  for  May  6, 1974.  The  latter 
citation  is  to  a  detailed  analysis  of  the 
bill  in  its  final  form  which  was  submitted 
for  the  Record  by  its  floor  manager. 
Chairman  Staggers  of  the  Interstate  and 
Foreign  Commerce  Committee,  when  the 
bill  was  up  feu:  final  action  by  the  House 
of  Representatives. 

§  2.4  General  purposes. 

(a)  Policy  objective*.  The  purpose  of 
the  regulations  set  forth  in  this  part  is 
to  implement  the  authorizing  legislation 
in  a  manner  that,  to  the  extent  practica¬ 
ble,  takes  into  account  two  streams  of 
legal  thought  and  social  policy.  One  has 
to  do  with  enhancing  the  quality  and 
attractiveness  of  treatment  systems.  The 
other  is  concerned  with  the  interests  of 
patients  as  citizens,  most  particularly 
in  regard  to  protecting  their  rights  of 
privacy.  Within  each  stream  there  are 
cross-currents,  and  it  should  come  as  no 
surprise  that  areas  of  turbulence  are  to 
be  foimd  at  their  confluence. 

(b)  Limited  purpoee.  The  regulations 
contained  in  this  part  are  not  Intended 
to  direct  the  manner  in  which  substan¬ 
tive  functions,  such  as  research,  treat¬ 
ment,  and  evaluation,  should  be  carried 
out,  but  rather  to  define  the  minimum 
requlranents  for  the  protection  of  con- 
fidofitiallty  of  patient  records  whidb  must 
be  satisfied  in  connection  with  the  con¬ 
duct  of  those  fimctlons  in  order  to  carry 
out  the  purposes  of  the  authorizing 
legislation.  This  does  not  mean  that  ob¬ 
servance  of  only  the  minimum  legal  re¬ 
quirements  is  always  the  wisest  course, 
but  in  framing  these  regulations,  allow¬ 
ance  has  necessarily  been  made  for  a 
diversity  of  emi^iasls  and  approach  in 
the  many  different  jurisdictions  and  by 
the  great  variety  of  public  and  private 
agencies  which  must  find  a  way  to  func¬ 
tion  within  the  limits  hne  prescribed. 

§  2.5  Format. 

(a)  Basis  and  purpose  sections.  Each 
section  setting  forth  rules  on  any  givra 
topic  in  Subparts  B  through  E  of  this 
part  is  followed  by  a  section  setting  forth 
their  basis  and  purpose.  In  many  cases, 
the  basis  and  purpose  section  is  itself 
an  intMpreiaUve  rule  regarding  the  legal 
authority  of  the  rulemakers.  In  oQier 
instances,  it  summarizes  historical  or 


evidentiary  material  relevant  to  the 
validity  and  interpretation  of  the  section 
which  precedes  it. 

(b)  Statutory  rules  fuUy  incorporated. 
Although,  for  c(Hivenlence  of  reference, 
the  statutory  basis  for  this  part  is  set  out 
in  full  in  §S  2.1  and  2.2,  the  regulations 
in  Subparts  B  through  E  of  this  part  are 
intended  to  Include  all  of  the  operative 
statutory  provisions. 

§  2.6  Administration  and  enforcement 
in  general. 

It  is  not  contemplated  that  any  par¬ 
ticular  agency  will  be  set  up  specifically 
to  enforce  compliance  with  this  part. 
Programs  which  receive  Federal  grants 
may  be  monitored  for  compliance  with 
this  and  other  applicable  Federal  law  as 
an  Incident  to  the  grant  administration 
process.  Similarly,  FDA  inspections  of 
methadone  programs  will  Include  lnsp>ec- 
tion  for  compliance  with  this  part,  which 
is  incorporated  by  reference  in  the  meth¬ 
adone  regulation  (21  CFR  310.505). 

§  2.7  Reports  of  violations. 

Any  violation  may  be  reported  to  the 
United  States  Attorney  for  the  judicial 
district  in  which  the  violation  occurs. 
Violations  on  the  part  of  methadone  pro¬ 
grams  may  be  reported  to  the  regional 
offices  of  the  Food  and  Drug  Adminis¬ 
tration.  Violations  on  the  part  of  a  Fed¬ 
eral  grantee  or  contractor  may  be  re¬ 
ported  to  the  Federal  agency  monitoring 
the  grant  or  ccmtract. 

Subpart  B— General  Provisions 

§  2.11  Definitions  and  usages. — Rules. 

(a)  Authorizing  legislation.  The  term 
"authorizing  legislation"  means  sectimi 
408  of  the  Drug  Abuse  Office  and  Treat¬ 
ment  Act  of  1972  (21  U.s.a  1175)  and 
section  333  of  the  Comprehensive  Alcohol 
Abuse  and  Alcoholism  Prevention,  Treat¬ 
ment,  and  R^ukbilitatlon  Act  of  1970  (42 
UB.C.  4582).  as  such  sections  may  be 
amended  and  in  effect  fnun  time  to  time. 

(b)  Construction  of  terms.  The  defini¬ 
tions  and  rules  of  construction  set  forth 
in  this  section  are  applicable  for  the  pur¬ 
poses  of  this  part  To  the  extent  that  they 
refer  to  terms  used  in  the  authorizing 
legislation,  they  are  also  a]K>llcable  for 
the  purposes  of  such  legislation. 

(c)  Alcohol  abuse.  The  term  “alcohol 
abuse”  includes  alcoholism. 

(d)  Drug  abuse.  The  term  “drug  abuse" 
includes  drug  addiction. 

(e)  Diagnosis  and  treatment.  The 
terms  “diagnosis"  and  “treatment"  in¬ 
clude  interviewing,  counselling,  and  any 
other  services  or  activities  carried  on  for 
the  purpose  of  or  as  an  incident  to  diag¬ 
nosis,  treatment,  or  rehabilitation  with 
respect  to  drug  abuse  or  alcohol  abuse, 
whether  or  not  conducted  by  a  m«nber 
of  the  medical  profession. 

(f)  Program. 

(1)  The  term  “iMugram”,  when  refer¬ 
ring  to  an  individual  or  organizatloo, 
means  dther  an  individual  or  an  orga¬ 
nization  furnishing  diagnosis,  treatment; 
or  referral  for  alc(Aol  abuse  or  drug 
abuse. 
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(2)  The  term  “program”,  when  not 
used  In  the  ^ense  defined  In  paragraph 

(f)(1),  means  a  plan  or  procedure, 
whether  fimctlonal  or  organizational, 
and  whether  or  not  governmental,  for 
dealing  with  alcohol  abuse  or  drug  abuse 
problems  from  either  an  individual  or 
a  social  standpoint. 

(g)  Program  evaluation. 

The  term  “program  evaluation”  means 
an  evaluation  of — 

(1)  The  effectiveness,  eflficiency,  com¬ 
pliance  with  applicable  therapeutic, 
legal,  or  other  standards,  or  other  as¬ 
pects  of  the  performance,  of  a  program 
as  defined  in  paragraph  (f)(1)  of  this 
section,  or 

(2)  The  validity,  effectiveness,  effi¬ 
ciency.  practicability,  or  other  aspects 
of  the  utility  or  success  of  a  program 
in  the  sense  defined  in  paragraph  (f )  (2) 
of  this  section. 

(h)  Program  director.  The  term 
“program  director”  in  the  case  of  a 
program  which  is  an  individual  means 
that  Individual,  and  In  the  case  of  a 
program  which  is  an  organization, 
the  individual,  if  any,  who  Is  the  prin¬ 
cipal.  or.  in  the  case  of  organizations 
consisting  of  partners  or  under  the  con¬ 
trol  of  a  board  of  directors,  board  of 
trustees  or  other  governing  body,  the 
individual  designated  as  program  direc¬ 
tor,  managing  director,  or  otherwise 
vested  with  executive  authority  with 
respect  to  the  organization. 

(i)  Patient.  The  term  “patient”  means 
any  individual  (whether  referred  to  as  a 
patient,  client,  or  otherwise)  who  has  ap¬ 
plied  for  or  been  given  diagnosis  or  treat¬ 
ment  for  drug  abuse  or  alcohol  abuse  and 
Includes  any  individual  who,  after  arrest 
on  a  criminal  charge.  Is  interviewed 
and/or  tested  in  connection  with  drug 
or  alcohol  abuse  preliminary  to  a  deter¬ 
mination  as  to  eligibility  to  participate 
in  a  treatment  or  r^abilltation  program. 

(j)  Patient  identifying  information. 
The  term  “patient  Identifying  infor¬ 
mation”  means  the  name,  address,  social 
security  number,  or  similar  information 
by  which  the  Identity  of  a  patient  can 
be  determined  with  reasonable  accuracy 
and  speed  either  directly  or  by  refer¬ 
ence  to  other  publicly  available  infor¬ 
mation.  The  term  does  not  include  a 
patient  identifying  number  assigned  by 
a  program. 

(k)  Alcohol  abuse  or  drug  abuse  pre¬ 
vention  function.  The  term  “alcohol 
abuse  or  drug  abuse  prevention  fimction” 
means  any  program  or  activity  relating 
to  alcc^ol  abuse  or  drug  abuse  educa¬ 
tion,  training,  treatment,  rehabilitation, 
or  research,  and  Includes  any  such  func¬ 
tion  even  when  performed  by  an  orga¬ 
nization  whose  primary  mission  is  in  Uie 
field  of  law  enforcement  or  is  unrelated 
to  alcohol  or  drugs. 

(l)  The  term  “person”  means  an  in¬ 
dividual,  a  partnership,  a  corporation,  a 
trust,  a  Federal  or  State  governmental 
agency,  or  any  other  legally  cognizable 
entity. 

(m)  Service  organization.  The  term 
“service  organization”  means  a  person 
which  provides  services  to  a  program 
such  as  data  processing,  dosage  prepara¬ 


tion.  laboratory  analyses,  or  legal,  medi¬ 
cal,  accoimting,  or  other  professional 
ser^ces. 

(n)  Qualified  service  organization.  The 
term  “qualified  service  organization” 
means  a  service  organization  which  has 
entered  into  a  written  agreement  with  a 
program  pursuant  to  which  the  service 
organization — 

(1)  acknowledges  that  in  receiving, 
storing,  processing,  or  otherwise  dealing 
with  any  information  from  the  program 
about  patients  in  the  program,  it  is  fully 
bound  by  the  provisions  of  this  part; 

(2)  undertakes  to  institute  appropri¬ 
ate  procedures  for  safeguarding  such  in¬ 
formation.  with  particular  reference  to 
patient  identifying  information;  and 

(3)  undertakes  to  resist  in  judicial  pro¬ 
ceedings  any  efforts  to  obtain  access  to 
information  pertaining  to  patients  other¬ 
wise  than  as  expressly  provided  for  in 
this  part. 

(o)  Records.  The  term  “records”  in¬ 
cludes  any  information,  whether  re¬ 
corded  or  not,  relating  to  a  patient,  re¬ 
ceived  or  acquired  in  connection  with  the 
performance  of  any  alcohol  abuse  or  drug 
abuse  prevention  function,  whether  such 
receipt  or  acquisition  is  by  a  program,  a 
qualified  service  organization,  or  any 
other  person. 

(p)  Communications  not  constituting 
disclosure.  The  following  ts^pes  of  com¬ 
munications  do  not  constitute  disclosures 
of  records: 

(1)  Communications  of  information 
within  a  program  between  or  among  per¬ 
sonnel  having  a  need  for  such  informa¬ 
tion  in  connection  with  their  duties. 

(2)  Commuidcations  between  a  pro¬ 
gram  and  a  qualified  service  organiza¬ 
tion  of  information  needed  by  the  orga¬ 
nization  to  perform  its  services  to  the 

'program. 

(3)  Conununications  of  information 
which  includes  neither  patient  identify¬ 
ing  information  nor  identifying  numbers 
assigned  by  the  program  to  patients. 

(q)  Previous  regulations.  The  term 
“previous  regulations”  refers  to  the  in¬ 
terpretative  regulations  issued  by  the 
Special  Action  Office  for  Drug  Abuse 
Prevention,  originally  published  Novem¬ 
ber  17.  1972,  37  FR  24636,  as  revised 
December  6,  1973,  38  FR  33744. 

(r)  State  law.  The  term  “State  law” 
refers  to  the  law  of  a  State  or  other  juris¬ 
diction,  such  as  the  District  of  Coliunbia, 
as  distinguished  from  Federal  law  in 
general.  As  applied  to  transactions  which 
do  not  take  place  in  any  State  or  other 
similar  jurlsffictlon,  the  term  refers  to 
Federal  common  law  as  modified  by  any 
applicable  Federal  statutes  and  regula¬ 
tions. 

(s)  Third  party  payer.  The  term 
“third  party  payer”  means  any  organi¬ 
zation  (or  person  acting  as  agent  or 
trustee  for  an  organization  or  fund) 
which  pays  or  agrees  to  pay  for  diag¬ 
nosis  or  treatment  furnished  or  to  be 
fiunlshed  to  a  particular  individual, 
where  such  payment  or  agreement  to  pay 
is  cm  the  basis  of  an  individual  relation¬ 
ship  between  the  payer  and  the  patient 
(or  a  member  of  the  patient’s  family  in 


the  case  of  self-and-family  insurance 
coverage  or  similar  arrangements)  evi¬ 
denced  by  a  contract,  an  insurance  pol¬ 
icy,  a  certificate  of  membership  or  par¬ 
ticipation,  or  similar  documentation. 

(t)  Funding  source.  The  tenn  “fund¬ 
ing  source”  means  any  individual  or  any 
public  or  private  organization,  including 
any  Federal,  State,  or  local  governmental 
agency,  which  makes  payments  in  sup¬ 
port  of  a  program.  A  fxmding  source  is 
not,  as  such,  a  third  party  payer,  even 
where  its  payment  sare  based  directly 
or  indirectly  on  the  program’s  patient 
load  with  or  without  respect  to  specified 
categories  of  eligible  persons. 

(u)  August  22,  1974  draft.  References 
to  the  “August  22,  1974  draft”  are  to  the 
draft  regulations  set  out  in  the  Advance 
Notice  of  Proposed  Joint  Rulemaking 
published  in  the  Federal  Register  on 
August  22,  1974,  39  FR  30426,  by  the 
Department  of  Health,  Education,  and 
Welfare  and  the  Special  Action  Office  for 
Drug  Abuse  Prevention. 

§  2.11—1  Definitions  and  usages. — Basis 
and  purpose. 

(a)  In  general.  The  definitions  are 
based  upon  the  legislative  history  of  and 
experience  with  the  authorizing  legisla¬ 
tion,  and  are  intended  as  aids  to  con¬ 
struing  the  provisions  of  this  part  to 
carry  out  the  purposes  of  those  statutes. 

(b)  Coverage  of  applicants  for  treat¬ 
ment.  Section  2.11  (i)  is  intended  to  make 
it  clear  that  records  of  the  identity  and 
other  information  about  a  person  whose 
application  is  rejected  or  withdrawn  are 
fully  as  much  covered  by  this  part  as 
records  pertaining  to  a  patient  actually 
accepted  for  treatment. 

(c)  Program  terminology  for  patients 
not  controlling.  While  many  programs 
prefer  to  use  “client”  or  some  other  term 
instead  of  “patient”  to  describe  the  re¬ 
cipients  of  their  services,  it  is  believed 
preferable  to  use  terminology  in  this  part 
which  is  consistent  with  that  used  in  the 
authorizing  legislation.  It  should  be 
clearly  imderstood,  however,  that  the 
records  of  any  Individual  who  fits  the 
definition  set  forth  in  §2.11(1)  are 
covered,  no  matter  what  terminology  the 
program  may  use  to  designate  his  status. 

(d)  Origin  of  "prevention  function” 
terminology.  The  definition  of  alcohol 
abuse  or  drug  abuse  prevention  function 
in  §  2.11  (k)  is  adapted  from  the  defini¬ 
tion  of  drug  abuse  prevention  fimction  in 
section  103(b)  of  the  Drug  Abuse  Office 
and  Treatment  Act  of  1972  (21  U.S.C. 
1103(b)).  Although  there  was  no  corre¬ 
sponding  defined  term  available  to  the 
draftsman  of  the  1974  amendment  to 
section  333  of  the  Comprehensive  Alco¬ 
hol  Abuse  and  Alcoholism  Prevention, 
Treatment,  and  Rehabilitation  Act  of 
1970  (42  U.S.C.  4582) .  it  is  clear  frcnn  the 
legislative  history  that  tJie  coverage  of 
alcohol  abuse  patient  records  was  in¬ 
tended  to  be  fully  as  wide  as  the  coverage 
of  drug  abuse  patient  records,  and  the 
definition  in  §2.11(k)  reflects  that  In- 
tenticm. 

(e)  Ambiguity  of  the  term  "program”. 
It  is  recognized  that  it  is  ordinarily  poor 
drafting  technique  to  use  the  same  term 
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In  senses  which  are  as  different,  yet 
related,  as  those  in  §§  2.11(f)(1)  and 
2.11(f)  (2) .  This  part,  howerer,  has  to  be 
read  both  in  conjunction  with  the  Pood 
and  Drug  Administration’s  Methadone 
Regulation  and  the  Drug  Abuse  Office 
and  Treatment  Act  of  1972.  The  Metha¬ 
done  Regulation  (21  CFR  310.505) 
clearly  uses  the  term  “program”  in  the 
5  2.11(f)(1)  sense.  In  section  103(b)  of 
the  Act  (21  U.S.C.  1103(b)),  it  is  clearly 
used  in  the  5  2.11(f)(2)  sense,  and  the 
usage  in  section  408(b)  (2)  (B)  of  the  Act 
has  from  its  original  enactment  been  ad¬ 
ministratively  interpreted  to  include  both 
senses.  As  used  in  this  part,  the  context 
should  indicate  the  intended  meanings 
with  sufficient  clarity  to  make  this  pref¬ 
erable  to  creating  and  defining  new  ter¬ 
minology  which  would  be  different  from 
that  used  in  related  regulations  and  the 
authorizing  legislation. 

(f)  Construction  of  disclosures.  Sec¬ 
tion  2.11  (p)  is  Intended  to  clarify  the 
status  of  communications  which  are  car¬ 
ried  on  within  a  program  or  between  a 
program  and  persons  or  organizations 
which  are  assisting  it  in  providing  pa¬ 
tient  care.  The  authorizing  legislation 
was  not  intended  to  prohibit  programs 
from  carrying  on  accepted  practices  in 
terms  of  obtaining  specialized  services 
from  outside  organizations.  In  conjunc¬ 
tion  with  the  definition  of  qualified  serv¬ 
ice  organizations,  set  forth  in  §  2.11  (n), 
the  provisions  of  §2.11(p)  should  pre¬ 
vent  the  development  of  abuses  in  this 
area. 

§  2.12  Applicability. — Rules. 

(a)  In  general.  Except  as  provided  in 
paragraph  (b)  of  this  section,  this  i>art 
applies  to  records  of  the  identity.  cUag- 
nosls,  prognosis,  or  treatment  of  any  pa¬ 
tient  which  are  maintained  in  connec¬ 
tion  with  the  performance  of  any  alcohol 
abuse  or  dnig  abuse  prevention  func- 
ti(m — 

(1)  Which  is  conducted  in  whole  or  in 
part,  whether  directly  or  by  grant,  con¬ 
tract,  or  otherwise,  by  any  department 
or  agency  of  the  United  States, 

(2)  For  the  lawful  conduct  of  which 
in  whole  or  part  any  license,  registration, 
application,  or  other  authorization  is  re¬ 
quired  to  be  granted  or  approved  by  any 
department  or  agency  of  the  United 
States, 

(3)  Which  is  assisted  by  funds  sup¬ 
plied  by  any  department  or  agency  of  the 
United  States,  whether  directly  through 
a  grant,  contract,  or  otherwise,  or  in¬ 
directly  by  funds  supplied  to  a  State  or 
local  government  unit  through  the  me¬ 
dium  of  contracts,  grants  of  any  descrip¬ 
tion,  general  or  special  revenue  sharing, 
or  otherwise,  or 

(4)  Which  is  assisted  by  the  Internal 
Revenue  Service  of  the  l^partment  of 
the  Treasury  through  the  allowance  of 
Income  tax  deductions  for  contributions 
to  the  program  conducting  such  func¬ 
tion,  or  by  a  way  of  a  tax-exempt  status 
for  such  program.  _ 

(b)  Armed  Forces  and  Veterans'  Ad¬ 
ministration. 

(1)  The  provisions  of  this  part  do  not 
apply  to  any  Interchange,  entirely  with¬ 


in  the  Armed  Forces,  within  those  com¬ 
ponents  of  the  Veterans’  Administration 
furnishing  health  care  to  veterans,  or  be¬ 
tween  such  components  and  the  Armed 
Forces,  of  records  pertaining  to  a  per¬ 
son  relating  to  a  period  when  such  per¬ 
son  is  or  was  subject  to  the  Uniform  <3ode 
of  Military  Justice. 

(2)  Except  as  provided  in  paragraph 

(b)(1)  of  this  section,  this  part  applies 
to  any  communication  between  any  per¬ 
son  outside  the  Armed  Forces  and  any 
person  within  the  Armed  Forces. 

(3)  Except  as  provided  in  paragraph 
(b)(1)  of  this  section,  this  part  applies, 
insofar  as  it  pertains  to  any  dnig  abuse 
prevention  function,  to  any  communica¬ 
tion  between  any  person  outside  those 
components  of  the  Veterans’  Administra¬ 
tion  furnishing  health  care  to  veterans 
and  any  person  within  such  components, 
until  such  date  as  the  Secretary  of 
Health,  Education  and  Welfare  exercises 
his  authority  (conferred  by  an  amend¬ 
ment  effective  June  30, 1975)  to  prescribe 
regulations  under  section  408  of  Pub.  L. 
92-255  (21  U.S.C.  1175).  After  such  date, 
this  part  applies  thereto  to  such  extent 
as  the  Administrator  of  Veterans’  Af¬ 
fairs,  through  the  Chief  Medical  Direc¬ 
tor,  by  regulation  makes  the  provisions 
of  this  part  applicable  thereto. 

(4)  Except  as  provided  in  paragraph 
(b)  (1)  of  this  section,  this  part  applies, 
insofar  as  it  pertains  to  any  alcohol 
abuse  prevention  function,  to  any  com¬ 
munication  between  any  person  outside 
those  components  of  the  Veterans’  Ad¬ 
ministration  furnishing  health  care  to 
veterans  and  any  person  within  such 
components,  to  such  extent  as  the  Ad¬ 
ministrator  of  Veterans’  Affairs,  through 
the  Chief  Medical  Director,  by  regulation 
makes  the  provisions  of  this  part  ap¬ 
plicable  thereto. 

(c)  Period  covered  as  affecting  appU- 
cabUitv.  The  provisions  of  this  part  apply 
to  records  of  identity,  diagnosis,  prog¬ 
nosis,  or  treatment  pertaining  to  any 
given  individual  maintained  over  any 
period  of  time  which.  Irrespective  of 
when  it  begins,  does  not  end  before 
March  21,  1972,  in  the  case  of  diagnosis 
or  treatment  for  drug  abuse  or  before 
May  14,  1974,  in  the  case  of  diagnosis  or 
treatment  for  alcohol  abuse. 

(d)  ApplicalriUty  determined  by  nature 
and  purpose  of  records.  The  applicability 
of  the  provisions  of  this  part  is  deter¬ 
mined  by  the  nature  and  purpose  of  the 
records  in  question,  and  not  by  the  status 
or  primary  functional  capacity  of  the  rec- 
ordkeeper. 

§  2.12—1  Applicability. — ^Basis  and  pur¬ 
pose. 

(a)  The  broad  coverage  provided  by 
5  2.12(a)  is  appropriate  in  the  light  of 
the  remedial  purposes  of  the  statutes  as 
well  as  the  practical  desirability  of  cer¬ 
tainty  and  uniformity.  Sections  2.12(a) 
(1)  and  2.12(a)(2)  simply  follow  the 
terms  of  subsection  (a)  of  the  statutes, 
with  some  exi^ianatory  material  for  the 
sake  of  clarity  and  explicitness. 

(b)  Sections  2.12(a)(3)  and  2.12(a) 
(4)  are  based  upon  the  use  by  Congress 
of  the  phrase  “directly  or  indirectly  as¬ 


sisted  by  any  department  or  agency  of 
the  United  States”.  In  the  light  of  the 
multiplicity  and  extent  of  Federal  pro¬ 
grams  and  policies  which  can  be  of  as¬ 
sistance  to  drug  and  alcoholism  pro¬ 
grams,  this  wording  strongly  suggests  an 
intention  to  provide  the  broadest  cover¬ 
age  consistent  with  the  literal  terms  of 
the  statutes.  Many  programs  commence 
with  direct  Federal  assistance,  financial, 
technical,  or  both,  and  later  continue 
with  State  aid  and  private,  tax-deducti¬ 
ble  contributions.  It  would  be  manifestly 
contrary  to  the  general  policy  sought  to 
be  effectuated  by  the  legislation  if  the 
confidential  status  of  a  program’s  rec¬ 
ords  were  to  terminate,  or  even  be  called 
into  question,  by  the  cessation  of  direct 
Federal  assistance. 

(c)  With  regard  to  5  212(a)(3),  it 
seems  clear  that  whenever  a  State  or 
local  government  is  assisted  by  the  Fed¬ 
eral  government  by  way  of  revenue  shar¬ 
ing  or  other  imrestrlcted  grants,  all  of 
the  programs  and  activities  of  the  State 
or  local  government  are  thereby  indi¬ 
rectly  assisted,  and  thus  meet  that  asp^t 
of  the  statutory  criteria  for  coverage. ' 

(d)  Section  2.12(a)  (4)  follows  the 
doctrine  established  in  McGlotten  v.  Con- 
nally,  338  P.  Supp.  448  (D.C.  D.C.,  1972) , 
in  which  it  vras  held  that  the  deductible 
status  of  contributions  to  an  organiza¬ 
tion  constitutes  “Federal  financial  as¬ 
sistance”  within  the  meaning  of  section 
601  of  the  1964  CivU  Rights  Act  (42 

U. S.C.  2000d).  The  inclusion  of  the  ad¬ 
jective  “indirect”  as  a  modifier  of  the 
term  “assistance”  as  used  in  the  provi¬ 
sions  of  law  authorizing  this  part  sug¬ 
gests  an  intention  to  provide  coverage  at 
least  as  broad,  if  not  broader  than,  sec¬ 
tion  601  of  the  Civil  Rights  Act  in  respect 
of  financial  assistance.  See,  also.  Green 

V.  Connolly,  330  P.  Supp.  1150  (D.C.  D.C., 
1971)  aff’d  sub.  nom.  Coit  v  Green,  404 
U.S.  997,  92  S.  C:t.  564,  30  L.  Ed,  2d  550 
(1971). 

(e)  Section  2.12(b)  essentially  repeats 
the  interpretation  given  in  5  1401.02(b) 
of  the  previous  regulation  except  that  it 
takes  account  of  the  special  provisions 
Inserted  in  the  new  law  with  reference 
to  the  Veterans  Administration,  and 
makes  clear  that  the  exemption  for  com¬ 
munications  within  the  mllltary-VA  sys¬ 
tem  does  not  generally  apply  to  records 
pertaining  to  civilians. 

(f)  Section  2.12(c),  which  deals  with 
the  question  of  how  the  period  covered 
by  any  given  set  of  records  affects  the 
applidability  of  these  regulations  to  them, 
restates  the  principle  set  forth  in  5  1401.- 
02(a)  of  the  previous  regulations,  and 
applies  it  to  records  in  the  field  of  alcohol 
abuse  as  well  as  dnig  abuse.  The  author¬ 
izing  legislation  contains  no  effective 
date  provisions.  A  construction  which 
would  apply  the  statutes  to  records  of 
completely  closed  treatment  episodes, 
records  necessarily  made  and  maintained 
prior  to  the  enactment  of  the  legislation, 
would  create  serious  administrative  prob¬ 
lems.  It  seems  doubtful,  in  any  case, 
whether  such  records  have  been  “main¬ 
tained,”  within  the  meaning  of  the  stat¬ 
utes,  during  any  period  of  time  after 
their  enactment  On  the  other  hand,  if 
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treatment  is  actually  carried  on  after  the 
enactment  of  the  applicable  statute,  then 
all  the  records  should  be  covered  Ir¬ 
respective  of  when  treatment  was  begun, 
be<»use  such  records  clearly  are  being 
“maintained”  after  the  enactment  of  the 
legislation. 

(g)  Section  2.12(d)  has  been  included 
to  make  explicit  one  of  the  legal  impli¬ 
cations  of  the  authorizing  legislation, 
which  is  cast  in  terms  descriptive  of  the 
records  which  are  to  be  confidential 
rather  than  of  the  recordkeepers  on 
whom  a  duty  is  thus  imposed.  The  result 
is  that,  for  example,  where  a  State 
agency  maintains  an  individual  client 
record  which  contains  identifying  infor¬ 
mation  about  a  client  (i.e.',  patient)  re¬ 
ceiving  treatment  or  rehabilitation  serv¬ 
ices  for  drug  abuse,  such  a  record  is  clear¬ 
ly  a  record  maintained  in  connection  with 
a  drug  abuse  prevention  function,  and  is 
subject  to  the  provisions  of  this  part.  The 
fact  that  the  record  may  also  be  required 
by  statute  or  regulations  pertaining  to 
eligibility  for  Federal  Financial  Partici¬ 
pation  would  in  no  way  exempt  the  rec¬ 
ord  from  the  prohibitions  and  require¬ 
ments  of  this  part.  Thus,  it  would  be  un¬ 
lawful  and  a  violation  of  these  regula¬ 
tions  for  such  a  record  to  be  made  avail¬ 
able  to  a  law  enforcement  agency,  or  to 
determine  (without  the  prior  written 
consent  of  the  client)  eligibility  for  other 
welfare  benefits,  or  for  any  other  ad¬ 
ministrative  or  investigative  uses  or  pur¬ 
poses  which  would  involve  or  result  in  an 
identification  of  the  client  to  a  third 
party. 

§  2.13  General  rules  regarding  confi* 
dentiality. — Rules. 

(a)  In  general.  Records  to  which  this 
part  applies  shall  be  confidential  and 
may  be  disclosed  only  as  authorized  by 
this  part,  and  may  not  otherwise  be  dl- 
viUged  in  any  civil,  criminal,  adminis¬ 
trative.  or  legislative  proceeding  con¬ 
ducted  by  any  Federal,  State,  or  local 
authority,  whether  such  proceeding  is 
commenced  before  or  after  the  effective 
date  of  this  part. 

(b)  Unconditional  compliance  re¬ 
quired.  The  prohibition  upon  imauthor- 
ized  disclosure  applies  irrespective  of 
whether  the  person  seeking  disclosure 
already  has  the  information  sought,  has 
other  means  of  obtaining  it.  enjoys  ofiB- 
clal  status,  has  obtained  a  subi^na,  or 
asserts  any  other  justification  or  basis 
for  disclosure  not  expressly  authorized 
under  this  part. 

(c)  Information  covered  by  prohibi¬ 
tion.  The  prohibition  on  unauthorized 
disclosure  covers  all  information  about 
patients,  including  their  attendance  or 
absence,  physical  whereabouts,  or  status 
as  patients,  whether  or  not  recorded,  in 
the  possession  of  progrram  personnel,  ex¬ 
cept  as  provided  in  paragraph  (d)  of  this 
section. 

(d)  Crimes  on  program  premises  or 
against  program  personnel.  Where  a  pa¬ 
tient  commits  or  threatens  to  commit  a 
crime  on  the  premises  of  the  prograni  or 
against  personnel  of  the  program, 
nothing  in  this  part  shall  be  construed 
as  pit^blting  persmmel  of  the  program 
from  seeking  the  assistance  cd,  or  re¬ 


porting  such  crime  to,  a  law  enforcement 
agency,  but  such  report  shall  not  iden¬ 
tify  the  suspect  as  a  patient.  In 
any  such  situation,  immediate  consider¬ 
ation  should  be  given  to  seeking  an  order 
under  Subpart  E  of  ttils  part  to  permit 
the  disclosure  of  such  limited  informa¬ 
tion  about  the  patient  as  may  be  neces¬ 
sary  under  the  circumstances. 

(e)  Implicit  and  negative  disclosures 
prohibited.  The  disclosure  that  a  person 
(whether  actual  or  fictitious)  answering 
to  a  particular  description,  name,  or 
other  identification  is  not  or  has  not  been 
attending  a  program,  whether  over  a 
period  of  time  or  on  a  particular  occa¬ 
sion,  is  fully  as  much  subject  to  the  pro¬ 
hibitions  and  conditions  of  this  part  as 
a  disclosure  that  such  a  person  is  or  has 
been  attending  such  a  program.  Any  im¬ 
proper  or  unauthorized  request  for  any 
disclosure  of  records  or  information  sub¬ 
ject  to  this  part  must  be  met  by  a  non¬ 
committal  response. 

(f)  In-patients  and  residents.  The 
presence  of  any  in-patient  in  a  medical 
facility  or  resident  in  a  residential  facil¬ 
ity  for  the  treatment  of  drug  or  alcohol 
abuse  may  be  acknowledged  to  callers 
and  visitors  with  his  written  consent. 
Without  such  consent,  the  presence  of 
any  in-patient  or  resident  in  a  facility 
for  the  treatment  of  a  variety  of  condi¬ 
tions  may  be  acknowledged  if  done  in 
such  a  way  as  not  to  indicate  that  the 
patient  is  being  treated  for  drug  or  alco¬ 
hol  abuse. 

§  2.13—1  General  rules  regarding  confi¬ 
dentiality. — Basis  and  purpose. 

(a)  Section  2.13(a)  enunciates  the 
general  principle  (rf  the  statutory  pro¬ 
visions,  and  is  unchanged  from  9 1401.03 
of  the  previous  regulations. 

(b)  Sections  2.13(b)  and  2.13(c)  have 
been  added  on  the  basis  of  written  com¬ 
ments  on  the  draft  regxilations  published 
August  22,  1974,  in  which  there  was  a 
document^  report  that  couns^  for  a 
progrram  had  advised  the  program  that  it 
could  furnish  information  to  the  FBI 
about  patients  without  their  written  con¬ 
sent  and  without  completing  a  full  judi¬ 
cial  proceeding  in  accordance  with  Sub¬ 
part  E  of  this  part.  Sections  2.13(b)  and 
2.13(c)  should  clarify  Uie  original  intent 
of  the  statutes  and  regulations  to  the  ex¬ 
tent  of  precluding  such  errors  in  the 
future. 

(c)  In  the  situation  described  in 
9  2.13(d),  the  desirability  of  the  general 
prophylactic  rule  prohibiting  disclosures 
by  program  personnel  about  patients  re¬ 
gardless  of  whether  such  disclosures  are 
from  a  written  record  must  yield  to  the 
practical  necessity  to  permit  protection 
from,  and  prompt  reporting  of,  criminal 
acts.  In  the  preface  to  the  first  set  of 
regulations  issued  under  21  U.S.C.  1175, 
it  was  emphasized  that  the  operation  of 
that  section  “in  no  way  creates  a  sanc¬ 
tuary  for  criminals.”  (37  FR  24636,  No¬ 
vember  17, 1972).  Section  2.13(d)  is  con¬ 
sistent  with  that  contemporaneous  ad¬ 
ministrative  construction. 

(d)  Section  2.13(e)  is  adapted  from 
9  1401.11  of  the  August  22,  1974  draft. 
The  suggestion  that  this  part  be  cited 
when  declining  to  give  information  has 


been  deleted  on  the  basis  of  conunents 
that  correctly  pointed  out  that  such  a 
citation,  if  given  by  an  institution  or 
program  maintaining  some  records 
covered  by  this  part  and  some  not,  would 
serve  to  identify  the  records  inquired 
about  as  pertaining  to  treatment  covered 
by  this  part. 

Section  2.13(f)  merely  clarifies  the  ef¬ 
fect  of  the  preceding  paragraphs  in  the 
special  situations  to  which  paragraph  (f ) 
relates. 

§  2.14  Penalty  for  violations.— Rules. 

(a)  Penalty  provided  by  law.  Any  per¬ 
son  who  violates  any  provision  of  the 
authorizing  legislation  or  any  provision 
of  this  part  shall  be  fined  not  more  than 
$500  in  the  case  of  a  first  offense,  and 
not  more  than  $5,000  in  the  case  of  each 
subsequent  offense. 

(b)  Application  to  subsequent  offen¬ 
ses.  Where  a  defendant  has  committed 
one  offense  under  either  section  authoriz¬ 
ing  this  part  or  any  provision  of  this  part 
authorize  by  that  section,  any  offense 
thereafter  committed  under  the  same 
section  or  any  provision  of  this  part  au¬ 
thorized  under  that  section  shall  be 
treated  as  a  subsequent  offense. 

§  2.14—1  Penalty  for  violations.— Basis 
and  purpose. 

(a)  Section  2.14  states  the  criminal 
penalty  provided  for  in  subsection  (f)  of 
the  sections  authorizing  this  part.  It  is 
included  in  this  part  for  convenience 
and  completeness.  Some  of  the  com¬ 
ments  received  on  this  section  when 
originally  proposed  suggested  that  crimi¬ 
nal  penalties  for  violaUon  should  include 
imprisonment,  but  such  a  change  would 
have  to  be  made  by  legislation  rather 
than  rulemaking. 

(b)  Section  2.14(b)  clarifies  the  inten¬ 
tion  that  the  “subsequent  offense”  need 
not  be  identical  to  the  first  offense,  as 
long  as  it  is  committed  with  respect  to 
the  same  statutory  section.  For  example, 
a  person  whose  first  offense  had  con¬ 
sisted  of  improperly  releasing  the  name 
of  a  patient  in  an  alcoholism  treatment 
program  would  be  punishable  for  a  “sub¬ 
sequent  offense”  if  he  later  gives  out  in¬ 
formation  from  the  diagnostic  work-up  of 
an  alcoholism  patient. 

§  2.15  Minor  patients. — Rules. 

(a)  Definition  of  minor.  The  term 
“minor”  means  a  person  who  has  not  at¬ 
tained  the  age  of  18  years  or,  in  a  State 
where  a  different  age  is  expressly  pro¬ 
vided  by  State  law  as  the  age  at  which 
a  person  ceases  to  be  a  minor,  the  age 
prescribed  by  the  law  of  such  State. 

(b)  Consent  to  disclosure  in  general. 
Except  as  provided  in  paragraph  (c). 
where  consent  is  required  for  any  dis¬ 
closure  under  this  part,  such  consent  in 
the  case  of  a  minor  must  be  given  by 
both  the  minor  and  his  parent,  guardian, 
or  other  person  authorized  imder  State 
law  to  act  In  his  behalf,  but  any  dis¬ 
closure  made  after  the  patient  has  ceased 
to  be  a  minor  may  be  consented  to  only 
by  the  patient. 

(c)  Rule  when  State  law  authorizes 
treatment  without  parental  consent. 
Whenever  a  patient,  acting  alme,  has  the 
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legal  capacity  iinder  the  aiH)llcable  State 
law  to  apply  for  and  obtain  such  diagno¬ 
sis,  counselling,  administration  of  medi¬ 
cation.  or  other  services  as  actually  are 
or  were  provided  to  him  by  the  program 
with  respect  to  which  he  is  or  was  a 
patient,  any  consent  reqviired  for  dis- 
closme  imder  this  part  may  be  given  only 
by  the  patient,  notwithstanding  the  fact 
that  the  patient  may  be  a  minor. 

(d)  Initial  contacts.  When  a  minor 
applies  for  services  under  circiunstances 
other  than  those  described  in  paragraph 

(c)  of  this  section,  the  fact  of  such  ap¬ 
plication  may  not  be  disclosed,  except  as 
an  Incident  to  a  communication  au- 
ihorized  under  paragi^h  (f )  of  this  see- 
ticm,  without  consent  ot  the  applicant, 
to  the  applicant’s  parent,  guardian,  or 
other  person  authorized  under  State  law 
to  act  on  behalf  of  the  an^lic&nt.  When 
such  an  applicant  refuses  consent,  it 
must  be  explained  to  the  aptplicant  that 
while  he  or  she  has  the  ri^t  (subject 
to  the  provisions  of  paragraph  (f )  of  this 
section)  to  withhold  such  consent,  the 
services  applied  for  cannot  be  inrovlded 
without  it. 

(e)  Collection  or  attempted  collection 
of  payment  for  services.  Where  State 
law  authorizes  the  furnishing  of  services 
to  a  minor  without  the  consent  of  the 
minor’s  parent  or  guardian,  no  inquiry 
may  be  made  of  the  parent’s  or  guard¬ 
ian’s  financial  responsibility,  and  no  bill, 
statemait,  request  for  payment,  or  any 
oth^  cmnmunication  in  respect  of  such 
services  may  be  transmitted  directly  or 
indirectly  to  such  parent  or  guardian, 
without  the  express  wrlttoi  consent  of 
the  patient  Su<^  consent  may  not  be 
made  a  ccmditlon  of  the  furnishing  of 
services  except  In  the  case  of  a  program 
which  is  not  required  by  law,  and  does 
not  in  fact  hold  Itself  out  as  willing,  to 
furnish  sowices  lrree^>ectlve  of  ability 
to  pay. 

(f)  Applicant  lacking  capacity  for 
rational  choice.  When,  in  the  Judgment 
of  a  program  dlrect(»’  a  minor  applicant 
for  services,  because  of  extreme  youth  or 
mental  or  physical  condition,  lacks  the 
capacity  to  make  a  raticmal  decision  on 
whether  to  consent  to  the  notificati(m 
ot  a  parent  or  guardian,  and  the  situa¬ 
tion  of  the  applicant  poses  a  substantial 
threat  to  the  life  or  physical  well  being 
of  the  applicant  or  any  other  Izulivldual, 
and  such  threat  might  be  reduced  by 
communicating  the  relevant  facts  to  a 
parent  or  guardian  of  the  applicant, 
such  facts  may  be  so  commimicated  by 
the  program  director  or  by  program  per¬ 
sonnel  authorized  by  the  director  to  do 
so. 

§  2.15—1  Minor  patients. — Basis  and 
purpose. 

(a)  The  statutes  authorizing  this  part 
are  totally  sUmt  on  the  issue  of  the 
ci^Micity  of  a  minor  to  give  consent  for 
disclosures,  and  there  is  nothing  in  the 
legislative  history  to  suggest  that  the 
question  was  ever  considered  by  Con¬ 
gress.  The  question  is,  however,  one 
which  arises  repeatedly,  and  it  is  thra-e- 
fore  approprIaMy  addressed  under  toe 
general  rulemaking  authority  conferred 


by  subsection  (g)  of  toe  authorizing 
legislation. 

(b)  Pertuqis  no  legal  Issues  are  more 
hiihly  charg^  than  those  affecting  toe 
relationship  of  parent  and  child.  Since 
CcMigress  has  not' evidenced  an  Intentimi 
to  affect  this  relationship,  it  is  clear  that 
local  law  should  govern,  and  the  task  of 
rulemaking  is  limited  to  that  of  insuring, 
as  far  as  possible,  that  the  results  under 
Federal  law  are  consistent  with  local 
policy. 

(c)  Where  a  State  has  authorized  the 
furnishing  of  treatment  or  other  serv¬ 
ices  of  a  given  type  to  a  minor  without 
notice  to  or  consent  by  the  parent  or 
guardian,  it  seems  clear  that  a  consist¬ 
ent  Federal  policy  with  respect  to  dis¬ 
closure  requires  that  consent  for  any 
disclosure  of  the  treatment  record  be 
given  by  the  minor.  This  policy,  more¬ 
over,  should  not  be  frustrated  by  at¬ 
tempts  to  enforce  parental  financial  re¬ 
sponsibility  in  a  situation  where  the 
State  itself  has  determined  that  the 
minor  should  have  a  right  to  obtain 
services  without  involving  toe  parent. 

(d)  A  much  more  difficult  problem  is 
presented  in  toe  case  (ff  a  minor  who  ap¬ 
plies  for  services  in  a  Jiurisdlction  which 
has  not  determined  that  a  minor  should 
have  toe  right  to  obtain  them  without 
parental  knowledge  or  consent.  The 
question  may  arise  as  to  whether  toe 
clinician  has  an  ethical  or  legal  duty  to 
notify  toe  parent  which  confiicts  with  a 
duty  of  nondisclosure.  The  rules  in  9  2.15 
are  based  upon  toe  theory  that  Federal 
law  should  not  invalidate  a  State  policy 
which  prohibits  treatment  without 
parental  consent,  but  that  keeping  con¬ 
fidential  a  mere  application  for  treat¬ 
ment  is  not  ordinarily  a  sufficient  trans¬ 
gression  of  such  a  State  policy  as  to  re¬ 
quire  an  exception  to  toe  general  Federal 
policy  prohibiting  disclosure  of  an  ai^li- 
cation  for  services  without  toe  consent 
of  toe  applicant. 

(e)  Section  2.1,S(f)  deals  with  toe  case 
of  toe  minor  applicant  who  lacks  toe  ca¬ 
pacity  to  make  a  rational  choice  about 
consenting  to  disclosure.  It  is  based  upon 
toe  theory  that  where  a  person  is  ac¬ 
tually  as  well  as  legally  Incapable  of 
acting  in  his  own  interest,  disclosures  to 
a  person  who  is  legally  reoxmsible  for 
him  may  be  made  to  the  extent  that  the 
best  interests  of  toe  patient  clearly  so 
require.  Any  other  rule  could  subject 
clinicians  to  an  Intolerable  choice  be¬ 
tween  violating  toe  provisions  of  this 
part  on  toe  (me  hand,  or  failing  to  take 
action  to  avoid  a  preventable  tragedy 
involving  a  minor,  on  the  other.  The 
statutes  authorizing  this  part  should  not 
be  read  as  requiring  such  a  choice. 

§  2.16  Incompetmt  and  deceased  pa¬ 
tients.— Rules. 

(a)  Incompetent  patients  other  than 
minors.  Where  (xinsent  is  required  for 
any  disclosme  under  this  part,  such  con¬ 
sent  in  toe  case  of  a  patient  who  has 
been  adjudicated  as  laciring  the  capac¬ 
ity,  for  any  reason  other  than  insuffi¬ 
cient  age.  to  manage  his  or  her  own  af¬ 
fairs  may  be  given  by  the  guardian  or 
other  pers(m  authorized  under  State  law 
to  act  in  the  patient’s  btoalf . 


(b)  Deceased  patients. 

(1)  In  general.  Except  as  provided  in 
paragraph  (b)  (2)  of  this  section,  where 
<x)nsent  is  required  for  any  disclosure  of 
this  part,  such  consent  in  toe  case  of 
re<x>rds  of  a  deceased  patient  may  be 
given  by  an  executor,  administrator,  or 
other  iiersonal  representative.  If  there 
is  no  appointment  of  a  personal  repre¬ 
sentative,  such  consent  may  be  given  by 
the  patient’s  spouse,  or  if  none,  by  any 
responsible  member  of  toe  patient’s 
family. 

(2)  Vital  statistics.  In  toe  case  of  a 
deceased  patient,  disclosures  required 
under  Federal  or  State  laws  Involving 
the  collection  of  death  and  other  vital 
statistics  may  be  made  without  consent. 

§  2.1^1  Incompetent  and  deceased 
patients.— Basis  and  purpose. 

Section  2.16  essentially  repeats  toe 
substance  of  9  1401.04  of  toe  previous 
regulations,  broadened  to  reflect  toe  fact 
that  toe  statutes  now  allow  any  con¬ 
sensual  disclosures  permitted  by  the  reg¬ 
ulations,  and  to  cover  toe  situation  of 
deceased  patients  for  whom  no  formal 
appointment  of  an  executor,  administra¬ 
tor,  or  other  personal  representative  has 
been  made.  Written  comments  were  re¬ 
ceived  to  toe  effect  that  toe  power  to 
<x>nsent  to  disclosure  in  toe  case  of  a 
deceased  patient  should  be  limited  to  a 
personal  representative.  The  expense  of 
probate  or  administration  in  some  Juris¬ 
dictions  could  cause  financial  hardship 
to  survivors,  and  on  balance  it  is  believed 
that  where  the  assets  of  an  estate  are 
insufficient  to  Justify  the  appointment 
(ff  a  personal  representative,  toe  public 
Interest  is  served  by  permitting  others  to 
consent  to  disclosure. 

§  2.17  Security  precautions.— Rules. 

(a)  Precautions  required.  Approiud- 
ate  precautions  must  be  taken  tor  the 
security  of  records  to  which  this  part 
applies.  Records  containing  any  infor¬ 
mation  pertaining  to  patients  shall  be 
kept  in  a  secure  room,  or  In  a  locked  file 
cabinet,  safe,  or  other  similar  container, 
when  not  in  use. 

(b)  Policies  and  procedures.  Depend¬ 
ing  upon  toe  type  and  size  of  toe  pro¬ 
gram,  appr(vrlate  policies  and  proce¬ 
dures  should  be  instituted  for  toe  further 
sectirlty  of  records.  For  example,  except 
where  this  ftmcticm  is  personally  per¬ 
formed  by  the  program  director,  a  single 
member  of  the  program  staff  should  be 
designated  to  process  inquiries  and  re¬ 
quests  for  patient  information,  and  a 
written  procedure  should  be  in  effect 
regxilating  and  controlling  access  by 
those  members  of  the  staff  whose  re¬ 
sponsibilities  require  such  access,  and 
providing  for  accoimtability. 

§  2.17—1  Security  precautions. — Basis 

and  purpose. 

The  enormous  variations  in  both  the 
size  and  the  type  of  programs  to  which 
this  part  is  applicable  preclude  the 
formulation  of  specific  requirements 
with  respect  to  the  physical  security  of 
records.  Almost  any  requirement  which 
could  be  laid  down  would,  under  some 
circumstances,  either  be  impracticable  or 
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perverse  in  its  effects.  For  example,  in 
a  facility  handling  a  variety  of  medical 
records,  all  of  which  are  confidential  and 
so  marked,  a  requirement  that  those 
pertaining  to  drug  or  alcohol  treatment 
be  marked  in  any  distinctive  way  would 
merely  serve  to  Identify  such  records  as 
pertaining  to  drug  or  alcohol  treat¬ 
ment — precisely  the  opposite  of  the  in¬ 
tended  result.  The  purpwse  of  §  2.17, 
which  is  based  upon  §  1401.25  of  the 
previous  regulations,  is  to  alert  programs 
to  the  necessity  of  exercising  due  care 
with  respect  to  the  security  of  patient 
records. 

§  2.18  Extent  of  disclosure.— —Rule. 

Any  disclosure  made  under  this  part, 
whether  with  or  without  the  patient’s 
consent,  shall  be  limited  to  information 
necessary  in  the  light  of  the  need  or 
pxupose  for  the  dlsclosiu'e. 

§  2.18—1  Extent  of  disclosure. — Basis 
and  purpose. 

(a)  Section  2.18  expresses  the  general 
principle,  which  has  application  in  many 
different  contexts,  that  any  disclosure 
from  records  covered  by  this  part  should 
be  limited  to  information  necessary  in 
the  Ught  of  the  need  or  purpose  for  the 
disclosure.  It  is  identical  to  §  1401.06  of 
the  previous  regulations. 

(b)  This  section  should  not  be  mis¬ 
understood  as  imposing  a  limitation  on 
the  scope  of  record  which  may  or  should 
be  made  available  to  health  agencies  con¬ 
ducting  inspections  as  described  in  S  2.55. 
All  of  the  records  maintained  by  a  pro¬ 
gram  may  be  relevant  to  such  inspection. 
The  Congress  has  determined  that  dis¬ 
closure  under  such  circumstances  is  not 
a  violation  of  the  statutes  authorizing 
this  part;  where  such  disclosure  Is  re¬ 
quired  by  Federal  or  State  law.  and  the 
inspecting  agency  is  a  qualified  State 
health  agency  as  defined  in  S  2.55(e)  (1), 
it  becomes  the  responsibility  of  t^t 
agency  to  iHX>tect  the  confidentiality  of 
information  it  acquires  in  the  course  of 
its  lawful  activities. 

§  2.19  Undercover  agents  and  inform¬ 
ants. — Rules. 

(a)  Definitions.  'As  used  in  this  sec¬ 
tion.  S  2.19-1,  and  S§  2.67  and  2.67-1,— 

(1)  The  term  “undercover  agent” 
means  a  member  of  any  Federal,  State,  or 
local  law  enforcement  or  Investigative 
agency  whose  identity  as  such  is  con¬ 
cealed  fr<Hn  either  the  patients  or  per¬ 
sonnel  of  a  program  in  which  he  enrolls 
or  attempts  to  enroll. 

(2)  The  term  “informant”  means  a 
person  who,  at  the  request  of  a  Federal, 
State,  or  local  law  enforcement  or  in¬ 
vestigative  agency  or  ofBcer,  carries  on 
observation  of  one  or  more  persons  en¬ 
rolled  in  or  employed  by  a  program  in 
which  he  is  enrolled  or  employed,  for 
the  purpose  of  reporting  to  such  agency 
or  officer  information  concerning  such 
persons  which  he  obtains  as  a  result  of 
such  observation  subsequent  to  such  re¬ 
quest. 

(b)  General  prohibition.  Except  as 
otherwise  provided  In  paragn4>h  (e)  (rf 
this  section,  or  as  specifically  author¬ 


ized  by  a  court  order  granted  imder 
1 2.67,— 

(1)  No  undercover  agent  or  Informant 
may  be  employed  by  or  enrolled  in  any 
alcohol  or  drug  abuse  treatinent  pro¬ 
gram; 

(2)  No  supervisor  or  other  person  hav¬ 
ing  authority  over  an  undercover  agent 
may  knowingly  permit  such  agent  to  be 
or  remain  employed  by  or  enrolled  in 
any  such  program;  and 

(3)  No  law  enforcement  or  investiga¬ 
tive  ofiBcer  may  recruit  or  retain  an  in¬ 
formant  with  respect  to  such  a  program. 

(c)  Exceptions.  The  enrollment  of  a 
law  enforcement  officer  in  a  treatment 
program  shall  not  be  deemed  a  violation 
of  this  section  if  (1)  such  enrollment  is 
solely  for  the  purpose  of  enabling  the 
officer  to  obtain  treatment  for  his  own 
abuse  of  alcohol  or  drugs,  and  (2)  his 
status  as  a  law  enforcement  officer  is 
known  to  the  program  director. 

§  2.19—1  Undercover  agents  and  inform¬ 
ants. — Basis  and  purpose. 

(a)  In  many  Instances,  persons  who 
are  patients  in  treatment  programs  are 
making  their  first  tentative  efforts  to¬ 
ward  re-integration  into  productive  so¬ 
ciety.  They  may  be  both  vulnerable  and 
suspicious,  and  the  presence  in  a  treat¬ 
ment  program  of  undercover  law  enforce¬ 
ment  agents  or  informants  can  have  a 
devastating  effect  on  the  program’s 
morale  and  therapeutic  effectiveness. 
Moreover,  it  would  appear  that  the  pur¬ 
pose  of  such  agents  or  informants  may 
be  to  obtain  precisely  the  type  of  per¬ 
sonal  information  which  might  be  re¬ 
vealed  by  inspection  of  counselor  notes 
and  other  patient  records  maintained  by 
the  program.  Thus,  the  placing  of  an 
undercover  agent  or  informant  in  a 
program,  either  as  a  patient  or  as  an 
employee,  would  app>ear  to  be  contrary 
to  the  piirposes  for  which  the  provisions 
of  law  authorizing  this  part  were  en¬ 
acted,  and  properly  subject  to  prohibition 
under  regulations  expressly  authorized  to 
carry  out  those  purposes. 

(b)  From  a  policy  standpoint,  S  2.19  is 
based  on  the  reasoning  that  while  the 
use  of  imdercover  agents  and  Informants 
in  treatmmt  programs  is  ordinarily  to 
be  avoided,  there  may  occasionally  arise 
circumstances  where  their  use  may  be 
Justified.  Accordingly,  where  a  showing  is 
made  in  an  application  for  an  order 
imder  S  2.67  that  the  criteria  set  forth  in 
that  section  are  satisfied,  the  court  may 
grant  such  an  order. 

(c)  When  this  section  of  the  regula¬ 
tions  was  proposed,  numerous  written 
comments  were  received  urging  that 
there  be  an  absolute  prohibition  on  the 
use  of  undercover  agents  and  inform¬ 
ants,  and  moet  of  the  witnesses  at  the 
hearings  who  addressed  the  issue  at  all 
testified  to  the  same  effect.  A  number  of 
ocHnments  were  received  to  the  effect 
that  1 2.19  should  be  dropped  altogether, 
but  this  request  was  always  clearly  and 
often  explicitly  predicated  cm  the  as- 
sumptloQ  tiiat  failure  to  say  anything 
about  undercover  agents  and  informants 
would  make  their  use  illegaL  Our  view 
Is  to  the  c<mtrary:  we  think  that  the 


statutes,  standing  alone,  do  not  prohibit 
the  practice,  and  thus  that  in  the  absence 
of  a  specific  prohffiition  in  these  regula¬ 
tions,  tile  use  of  undercover  agents  ana 
informants  in  treatment  programs  would 
not  be  unlawful.  Since  this  is  a  view 
which  we  believe  to  be  shared  by  the  law 
enforcement  and  investigative  agencies 
which  are  aiffected  by  §  2.19.  there  is  as 
a  practical  matter  no  alternative  to  pred¬ 
icating  these  regulations  upon  its  cor¬ 
rectness. 

(d)  However  desirable  it  may  be  to 
limit  the  use  of  undercover  agents  and 
informants  in  treatment  programs,  we 
think  a  strong  argument  can  be  made 
against  our  power  to  impose  an  absolute 
prohibition.  To  the  extent  that  the  prac¬ 
tice  is  susceptible  to  regulation  through 
the  rulemaking  process  at  all,  it  is  on  the 
theory  that  it  oi>ens  the  way  to  dis¬ 
closure  of  information  which  is  or  should 
be  in  program  records,  and  thus  is  con¬ 
trary  to  the  purposes  of  the  statutes. 
Since  subsection  (g)  of  the  statutes  con¬ 
fers  express  rulemaking  authority  to 
carry  out  these  purposes,  regulation  of 
the  use  of  undercover  agents  and  in¬ 
formants  is  a  proper  subject  for  the  ex¬ 
ercise  of  that  authority.  But  even  the 
express  statutory  prohibition  against  di¬ 
rect  disclosure  of  the  content  of  patient 
records  is  subject  to  the  power  of  the 
courts  to  authorize  such  disclosure  imder 
subsection  (b)  (2)  (C)  of  the  statutes.  It 
seems  difficult  to  argue  that  Congress  in¬ 
tended  to  confer  on  rulemaking  agencies 
the  authority  to  impose  an  absolute  pro¬ 
hibition  even  though  its  own  restrictions 
(other  than  those  on  disclosures  of  pa¬ 
tient  identities  from  secondary  records) 
are  subject  to  being  set  aside  by  court 
order  in  particular  cases.  Since  we  have 
not  attempted  to  exercise  such  an  au¬ 
thority.  it  is  not  necessary  to  decide  at 
this  time  whether  it  was  conferred. 

(e)  A  careful  reading  of  the  definitions 
set  forth  in  §  2.19(a)  is  crucial  to  an 
understanding  of  the  prohibitions  which 
are  imposed  by  S  2.19.  Objections  to  the 
section  were  made  informally  but  vigor¬ 
ously  on  behalf  of  the  Drug  Enforcement 
Administration,  on  the  ground  that  the 
testimony  of  Informants  or  undercover 
agents  is  frequently  if  not  normally 
essential  to  the  successful  prosecution  of 
cases  arising  under  the  Controlled  Sub¬ 
stances  Act.  It  was  said  that  in  the  form 
originally  proposed,  the  section  would 
cut  off  from  treatment  those  who  might 
agree  to  cooperate  with  law  enforcement 
authorities,  a  result  both  inhumane  and 
counterproductive.  As  the  definition  of 
an  Informant  is  Intended  to  make  clear, 
however,  it  is  his  function  vis-a-vis  per¬ 
sonnel  and  fellow  patients  in  the  program 
in  which  he  is  enrolled  which  is  con¬ 
trolling,  and  not  his  relationship,  per  se, 
with  an  Investigative  agency. 

(f )  Finally,  the  definition  of  Informant 
is  intended  to  clarify  the  distinction  be¬ 
tween  an  Informant  and  an  ordinary  wit¬ 
ness.  It  is  the  element  of  prearrangement 
which  is  cruclaL  In  one  of  the  comments 
received  on  §2.19  as  proposed,  it  was 
urged  that  treatment  programs  should  be 
omsidered  as  sanctuaries,  but  such  a 
result  was  explicitly  disclaimed  in  the 
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initiaJ  publication  of  the  previous  regula¬ 
tions  (37  FR  24636) .  In  SO  saying,  we  are 
by  no  means  Insensitive  to  the  anxieties 
repeatedly  expressed  In  both  testimony 
and  comments  on  this  section,  but  we 
believe  that  the  prohibition  contained  In 
S  2.19  and  the  procediires  and  criteria  set 
forth  In  S  2.67  provide  a  measure  of 
relief  which  Is  consistent  with  the  struc¬ 
ture  and  Intent  of  the  underlying 
statutes. 

§  2,20  Identification  cards. — Rules. 

(a)  Required  use  prohibited.  No  pro¬ 
gram  may  require  or  request  any  patient 
to  carry  In  his  or  her  possession,  while 
away  from  the  program  premises,  an 
Identification  caM  or  other  form  of 
identification  which  Is  Issued  by  the  pro¬ 
gram  or  which  would  tend  to  identify  the 
bearer  as  a  participant  in  it  or  any  similar 
program. 

(b)  Conditions  of  voluntary  use.  Noth¬ 
ing  in  this  section  prohibits  a  program 
from  issuing  an  identification  card  to  a 
patient  if  the  patient’s  counsellor  or  other 
authorized  member  of  the  progrsun  staff 
has  explained  to  the  patient  that  accept¬ 
ance  and  use  of  the  card  Is  entirely 
voluntary  and  that  neither  an  initial 
rejection  nor  a  subsequent  discontinua¬ 
tion  of  its  use  will  in  any  way  prejudice 
his  or  her  record  or  standing  in  the  pro¬ 
gram.  In  the  case  of  any  patient  to  vdiom 
an  Identification  card  or  similar  device 
was  Issued  prior  to  the  effective  date  of 
this  section,  or  subsequent  thereto  In 
violation  of  this  section,  a  counsellor  or 
other  authorized  member  of  the  program 
staff  shall  explain  to  the  patient  his  right 
to  turn  It  In  without  prejudice  at  any 
time. 

(c)  On-premises  exemption.  Nothing 
In  this  section  prohibits  a  program  from 
maintaining  and  using  on  Its  premises 
cards,  photographs,  tickets,  or  other  de¬ 
vices,  or  using  passwords  or  other  infor¬ 
mation.  to  assure  positive  Identification 
of  patients,  correct  recording  of  attend¬ 
ance  or  medication,  or  for  other  proper 
purposes,  as  long  as  no  pressure  is 
brought  on  any  patient  to  carry  any  such 
device  wheh  away  from  the  program 
premises. 

§  2.20—1  Identification  cards.— Basis  and 
purpose. 

Sectlcm  2.20  Is  In  furtherance  of  one 
of  the  basic  purposes  of  the  statutes  au¬ 
thorizing  this  part,  namely,  protection 
of  pwitlents  from  Improper  dl^losure  of 
their  status  as  such.  Regrettably,  there 
appear  to  be  areas  where  possession  of  a 
treatment  program  identification  card 
can  be  prejudicial  to  a  person  vmder  ar¬ 
rest  or  subjected  to  a  search.  In  any  part 
of  the  country,  the  accidental  display  or 
circulation  of  such  a  card  by  reason  of 
Its  loss  or  theft  could  have  adverse  con¬ 
sequences  for  a  variety  of  reasons.  Since 
programs  have  other  means  of  achieving 
the  ends  which  Identification  cards  are 
meant  to  serve,  patients  who  do  not  wish 
to  assume  whatever  risks  may  be  involved 
in  carrying  such  cards  should  not  be 
compelled  to  do  so. 


§  2.21  Disposition  of  discontinued  pro- 
g;rani  records.— Rules. 

(a)  General  rule.  When  a  program  dis¬ 
continues  operations  or  Is  taken  over  or 
acquired  by  another  program,  its  records 
to  which  this  part  applies  with  respect 
to  any  patient  may,  with  the  written  con¬ 
sent  of  that  patient,  be  turned  over  to  the 
acquiring  program  or.  if  none,  to  any 
other  program  specific  In  the  patient’s 
consent  Except  as  otherwise  provided  in 
this  section,  any  records  to  which  this 
part  applies,  but  for  the  transfer  of  which 
patient  consent  Is  not  obtained,  shall  be 
either  completely  purged  of  patient 
identifying  information,  or  destroyed.  If 
any  effort  to  obtain  consent  for  transfer 
Is  made,  it  shall  be  by  means. which  mini¬ 
mize  the  likelihood  of  accidental  or  Inci¬ 
dental  disclosure  to  any  third  party  of 
the  patient’s  identity  as  such. 

(b)  Retention  period.  Where  records 
are  required  by  law  to  be  kept  for  a 
specified  period,  and  such  period  does  not 
expire  until  after  the  discontinuation  or 
acquisition  of  the  program,  and  patient 
consent  for  their  transfer  is  not  obtained, 
such  records  shall  be  sealed  In  envelopes 
or  other  containers  marked  or  labelled  as 
follows:  “Records  of  [insert  name  of  pro¬ 
gram]  required  to  be  maintained  pursu¬ 
ant  to  [insert  citation  to  law  or  regula¬ 
tion  requiring  that  records  be  kept]  imtil 
a  date  not  later  than  December  31,  [In¬ 
sert  appropriate  year].”  The  same  pro- 
cediue  may  be  followed  when  It  Is  de¬ 
termined  to  retain  records  for  the  period 
of  any  applicable  statute  of  limitations. 

(c)  Custodial  retention.  Records 
marked  and  sealed  In  accordance  with 
paragraph  (b)  of  this  sectlcm  may  be  held 
by  any  lawful  custodian,  but  may  be  dis¬ 
closed  by  such  custodian  cmly  under  such 
circumstances  and  to  such  extent  as 
would  be  permissible  for  the  program  in 
which  they  originated.  As  soon  as  prac¬ 
ticable  after  the  date  specified  cm  the 
label  or  legend  required  to  be  affixed 
pursuant  to  paragraph  (b)  of  this  sec¬ 
tion,  the  custodian  shall  destroy  the  rec¬ 
ords.  In  the  case  of  any  program  termi¬ 
nated  by  reason  of  bankniptcy.  the  ex¬ 
pense  of  compliance  with  this  paragnq^ 
shall  be  an  expense  of  admlnistraticm  of 
the  bankrupt  estate. 

§  2.21—1  Disposition  of  discontinned 
program  records.— Basis  and  pur* 
pose. 

While  arguments  can  be  made  for  re¬ 
quiring  the  destruction  of  reccmds  at  the 
conclusion  of  their  useful  clinical  life, 
there  is  wide  disagreement  on  Its  spcm, 
and  there  are  in  addition  research  con¬ 
siderations  which  argue  for  an  even 
longer  period  of  retention.  Except  In  the 
case  of  discontinued  programs.  It  there¬ 
fore  seems  best  to  leave  this  Issue  for 
determination  by  the  programs  con¬ 
cerned. 

§  2.22  Former  employees  and  others.— 
Rules. 

ffhe  prohlbltlonB  of  this  part  on  dis¬ 
closure  of  patient  records  or  information 
ccmtained  therein  i^iply  to  all  Individuals 


who  are  personnel  of  treatment  pro¬ 
grams,  researchers,  auditors,  evaluators, 
service  organizations,  or  others  having 
access  to  such  records  or  Information, 
and  continue  to.  apply  to  such  individ¬ 
uals  with  respect  to  such  records  or  in¬ 
formation  after  the  termination  of  their 
emplosment  or  other  relationship  or  ac¬ 
tivity  giving  rise  to  such  access. 

§  2.22—1  Former  employees  and 
f>dicrs.— Basis  and  purpose. 

The  probltion  contained  In  {  2.22  Is 
arguably  an  interpretation  of  the  au¬ 
thorizing  legislation  which  would  be  nec¬ 
essary  as  a  matter  of  law  even  in  the 
absence  of  this  part;  its  validity  as  an 
exercise  of  the  rulemaking  power  con¬ 
ferred  by  subsection  (g)  of  the  authoriz¬ 
ing  legislation  seems  beyond  dispute. 

§  2.23  Relationship  to  State  laws.— 
Rules. 

’The  enactment  of  the  provisions  of  law 
authorizing  this  part  was  not  Intended 
to  preempt  the  field  of  law  covered 
thereby  to  the  exclusion  of  State  laws 
not  In  confiict  therewith.  If  a  disclosure 
permitted  under  the  provisions  of  this 
part,  or  imder  a  court  order  issued  pur¬ 
suant  thereto,  is  prohibited  under  State 
law,  nothing  in  this  part  or  in  the  pro¬ 
visions  of  law  authorizing  this  part  may 
be  construed  to  authorize  any  violation 
of  such  State  law.  No  State  law,  how¬ 
ever.  may  either  authorize  or  comi^  any 
disclosure  prohibited  by  this  part. 

i  2.23—1  Relstionship  to  State  laws.— 
Basis  and  purpose. 

Section  2.23  sets  forth  publicly  an  in¬ 
terpretation  which,  in  Informal  commu¬ 
nications,  has  con^tently  been  given  to 
21  UJ3.C.  1175  since  its  original  Miact- 
ment,  and  clearly  has  equal  iqpplicability 
to  42  UJ3.C.  4582. 

§  2.24  Relationship  to  section  303(a) 
of  Public  Health  Service  Act  and  sec* 
tirni  502(c)  of  Controlled  Substances 
Act.— Rules. 

(a)  Research  privilege  description.  In 
some  Instances,  there  may  be  concurrent 
coverage  of  a  program  or  activity  the 
provisions  of  this  part  and  by  a  regula¬ 
tion  or  other  administrative  action  imder 
section  303(a)  of  the  Public  Health  Serv¬ 
ice  Act  (42  U.S.C.  242a(a))  or  section 
502(c)  of  the  Controlled  Substances  Act 
(21  UH.C,  872(c)).  The  latter  two  pro¬ 
visions  of  law,  referred  to  hereinafter  In 
this  section  as  the  research  privilege  sec- 
tlims,  confer  on  the  Secretair  of  Health, 
Education,  and  Welfare,  and  on  the  At¬ 
torney  General,  respectively,  the  power 
to  authorize  researchers  to  withhold 
from  all  persons  not  connected  with  the 
research  the  names  and  other  identify¬ 
ing  Information  concerning  individuals 
who  are  the  subject  of  such  research.  The 
Secretary  of  Health.  Education,  and  Wel¬ 
fare  may  grant  this  privilege  with  respect 
to  any  “research  on  mental  health.  In¬ 
cluding  research  on  the  use  and  effect  of 
alcohol  and  other  psychoactive  drugs.** 
The  Attorney  General’s  power  Is  con¬ 
ferred  as  part  of  a  section  authorizing 
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research  related  to  enforcement  of  laws 
under  his  jurisdiction  concerning  sub¬ 
stances  which  are  or  may  be  subject  to 
control  under  the  Controlled  Substances 
Act,  but  is  not  expressly  limited  to  such 
research.  Regardless  of  whether  a  grant 
of  research  privilege  is  made  by  the  Sec¬ 
retary  or  by  the  Attorney  General,  it  is 
expressly  provided  that  persons  who  ob¬ 
tain  it  “may  not  be  compelled  in  any 
Federal,  State,  or  local  civil,  criminal, 
administrative,  legislative,  or  other  pro¬ 
ceeding  to  identify”  the  subjects  of  re¬ 
search  for  which  the  privilege  was  ob¬ 
tained. 

(b)  Comparison  with  authority  for  this 
part.  Although  they  deal,  in  a  sense,  with 
the  same  subject  matter,  and  may  on  oc¬ 
casion  concurrently  cover  the  same 
transactions,  it  is  important  to  note  the 
differences  between  the  research  priv¬ 
ilege  sections  (21  U.S.C.  872(c)  and  42 
U.S.C.  242a (a) )  and  the  provisions  of 
law  (21  U.S.C.  1175  and  42  U.S.C.  4582) 
which  authorize  this  part.  Briefly,  these 
differences  are  as  follows: 

(1)  Although  they  contain  broad 
grants 'of  express  rulemaking  authority, 
the  provisions  of  law  by  which  this  part 
is  authorized  are  self -executing  in  the 
sense  that  they  are  operative  irrespective 
of  whether  the  rulemaking  authority  is 
exercised.  The  protection  afforded  by  the 
research  privilege  sections,  on  the  other 
hand,  can  only  come  into  existence  as  a 
result  of  affirmative  administrative 
action. 

(2)  The  provisions  of  law  authorizing 
this  part,  as  well  as  the  provisions  of  this 
part  itself,  impose  affirmative  duties  with 
respect  to  the  records  to  which  they 
apply,  and  the  violation  of  such  duties  is 
subject  to  criminal  penalties.  To  the 
extent  that  a  privilege  is  thereby  created, 
it  grows  out  of  the  duties  thus  imposed. 
The  research  privilege  sections,  by  con¬ 
trast,  impose  no  duties  by  their  own 
terms,  and  if  any  duties  are  implied  from 
their  existence,  they  would  have  to  be 
enforced  on  the  basis  of  an  implicit  civil 
liability  for  damages  or  by  equitable  re¬ 
lief,  as  there  are  no  criminal  or  adminis¬ 
trative  sanctions  available. 

(3)  The  exercise  of  the  authority  con¬ 
ferred  by  the  research  privilege  sections 
is  subject  to  administrative  discretion, 
whereas  in  the  case  of  the  duties  imposed 
under  this  part  there  is  judicial  discre¬ 
tion.  within  the  limits  and  subject  to  pro¬ 
cedures  and  criteria  prescribed  by  statute 
and  regulation,  to  grant  relief  in  par¬ 
ticular  cases. 

(c)  Grant  of  research  privilege  not  af¬ 
fected  by  (b)  (2)  (C)  order.  The  issuance 
of  an  order  under  subsection  (b)  (2)  (C) 
of  either  of  the  sections  authorizing  this 
part  (21  U.S.C.  1175  and  42  U.S.C.  4582) 
in  no  way  affects  the  continuing  effec¬ 
tiveness  of  any  exercise  of  the  authority 
of  the  Secretary  of  Health,  Education, 
and  Welfare  imder  303(a)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a  (a) ) 
or  the  Attorney  General  under  section 
502(c)  of  the  Controlled  Substances  Act 
(21  U.S.C.  872(c)). 


§  2.24—1  Relationship  to  sciction  303(a) 
of  Public  Health  Service  Act  and  sec¬ 
tion  502(c)  of  Controlled  Substances 
Act.— Basis  and  purpose. 

(a)  In  Pub.  L.  93-282,  the  Congress 
expressly  amended  (by  sections  122(a) 
and  303(a).  88  Stat.  131  and  137)  the 
provisions  of  law  which  authorize  this 
part,  expressly  amended  (by  section  122 

(b),  88  Stat.  132)  the  research  privilege 
section  under  the  Secretary’s  jurisdic¬ 
tion,  and  made  explicit  reference  (in  sec¬ 
tion  303(d),  88  Stat.  139)  to  the  regula¬ 
tions  previously  issued  by  the  Special 
Action  Office  for  Drug  Abuse  Prevention 
reconciling  the  provisions  of  section  408 
of  the  Drug  Abuse  Office  and  Treatment 
Act  of  1972  with  the  provisions  of  the 
research  privilege  sections.  When  the  bill 
which  became  Pub.  L.  93-282  was  before 
the  House  of  Representatives  for  its  last 
Congressional  consideration  before 
transmission  to  the  President,  its  floor 
manager.  Chairman  Staggers  of  the 
Committee  on  Interstate  and  Foreign 
Commerce,  Inserted  in  the  Record  a  de¬ 
tailed  analysis  of  the  bill  in  its  final  form 
(Congressional  Record,  dally  edition. 
May  6,  1974,  page  H3563) .  This  analysis 
contained  the  following  paragraph: 

The  relationship  of  section  303(a)  of  the 
Public  Health  Service  Act.  authorizing  the 
administrative  grant  of  absolute  confiden¬ 
tiality  for  research,  to  section  408  of  the  Drug 
Abuse  Office  and  Treatment  Act  of  1972,  re¬ 
quiring  that  Federally-connected  drug  abuse 
patient  records  generaUy  be  kept  confiden¬ 
tial,  has  been  correctly  described  in  an  In¬ 
terpretative  regulation,  21  CJ’H.  1401.61  and 
1401.62,  which  was  upheld  in  People  v.  New¬ 
man,  32  N.Y.  2d  379,  (reversing)  336  N.Y.S. 
2d  127,  298  N.E.  2d  651  (1973);  cerUorari 
denied,  [414]  U.S.  (1163),  94  S.  Ct.  927,  [39  L. 
Ed.  2d  116]  (1974).  For  that  reason,  among 
others,  section  303(d)  of  the  Senate  amend¬ 
ment  expressly  continues  the  effectiveness 
of  the  current  regulation  promulgated  by 
the  Director  of  the  Special  Action  Office  for 
Drug  Abuse  Prevention.  Thus,  although  sec¬ 
tion  602(c)  of  the  Comprehensive  Drug 
Abuse  Prevention  and  Control  Act  of  1970 
is  not  explicitly  referred  to  in  this  legisla¬ 
tion,  the  congressional  Intent  Is  cleu  Uiat 
the  authority  conferred  by  that  section  was 
not  modified  by  Pub.  L.  92-255,  and  is  not 
Intended  to  be  modified  by  the  bill  now  be¬ 
fore  the  House. 

(b)  Sections  2.24  and  2.61  restate,  in 
substance,  the  interpretative  rules 
(§§  1401.61  and  1401.62  of  the  previous 
regulations)  referred  to  in  the  passage 
quoted  in  paragraph  (a)  of  this  section, 
modified  to  reflect  the  amendment  made 
to  section  303(a)  of  the  Public  Health 
Service  Act  (42  U.S.C.  242(a))  by  Pub. 
L.  93-282. 

Subpart  C — Disclosures  With  Patient’s 
Consent 

§  2.31  Wriltcn  consent  required.— 
Rules. 

(a)  Form  of  consent.  Except  as  other¬ 
wise  provided,  a  consent  for  a  disclosure 
imder  this  part  must  be  in  writing  and 
must  contain  the  following: 

(1)  The  name  of  the  program  which 
is  to  make  the  disclosure. 


(2)  The  name  or  title  of  the  person 
or  organization  to  which  disclosure  is  to 
be  made. 

(3)  The  name  of  the  patient. 

(4)  The  purpose  or  need  for  the  dis¬ 
closure. 

(5)  The  extent  or  nature  of  informa¬ 
tion  to  be  disclosed. 

(6)  A  statement  that  the  consent  is 
subject  to  revocation  at  any  time  except 
to  the  extent  that  action  has  been  taken 
in  reliance  thereon,  and  a  speciflcation 
of  the  date,  event,  or  conffition  upon 
which  it  will  expire  without  express  re¬ 
vocation. 

(7)  The  date  on  which  the  consent  is 
signed. 

(8)  The  signature  of  the  patient  and, 
when  required  under  §  2.15,  the  signa¬ 
ture  of  a  person  authorized  to  give  con¬ 
sent  under  that  section;  or,  when  re¬ 
quired  under  §  2.16,  the  signature  of  a 
person  authorized  to  sign  under  that 
section  in  lieu  of  the  patient. 

(b)  Duration  of  consent.  Any  consent 
given  under  this  subpart  shall  have  a 
duration  no  longer  than  that  reasonably 
necessary  to  effectuate  the  purpose  for 
which  it  is  given. 

(c)  Disclosure  prohibited  with  defi¬ 
cient  consent.  No  program  may  disclose 
any  information  on  the  basis  of  a  con¬ 
sent  form — 

(1)  which  on  its  face  substantially 
fails  to  conform  to  any  of  the  require¬ 
ments  set  forth  in  paragraph  (a) ,  of  this 
section,  or 

(2)  which  is  known,  or  in  the  exercise 
of  reasonable  care  should  be  known,  to 
the  responsible  personnel  of  the  program 
to  be  materially  fsdse  in  respect  to  any 
item  required  to  be  contained  therein 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion. 

(d)  Falsification  prohibited.  No  person 
may  knowingly  make,  sign,  or  furnish  to 
a  program  any  consent  form  which  is 
materially  false  with  respect  to  any  item 
required  to  be  contained  therein  pursu¬ 
ant  to  paragraph  (a)  of  this  section. 

§  2.31—1  Wrillen  consent  required.- 
Basis  and  purpose. 

(a)  The  use  of  a  consent  form  con¬ 
taining  all  of  the  elements  specified  in 
S  2.31(a)  is  necessary  to  assure  compli¬ 
ance  with  the  requirements  of  this  sub¬ 
part.  Under  S  1401.21  of  the  previous  reg¬ 
ulations,  a  much  more  abbreviated  form 
was  permissible,  because  the  circum¬ 
stances  under  which  any  consent  could 
be  given  were  very  strictly  limited.  Now 
that  the  authorieing  legislation  permits 
disclosure  with  consent  “to  such  extent, 
under  such  circumstances,  and  for  such 
purposes  as  may  be  allowed  under  regu¬ 
lations,”  the  consent  form  should  show 
on  its  face  information  sufficient  to  indi¬ 
cate  compliance  with  the  regulations. 

(b)  Sections  2.31(b),  2.31(c),  and  2.31 

(d)  are  an  exercise  of  the  general  rule- 
making  authority  in  subsection  (g)  of 
the  authorizing  legislatimi.  Section  2.31 
(c)  imposes  a  legal  liability  on  programs 
and  their  personnel  feu*  disclosure  of  in¬ 
formation  on  the  basis  ot  a  mat^ally 
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deficient  cons^t,  and  S  2.31(d)  imposes 
liability  on  any  person  who  submits  a 
falsified  consent  form  to  a  program. 

§  2.32  Pn^ibition  on  redisclosure. — 
Rules. 

(a)  Notice  to  accompany  disclosure. 
Whenever  a  written  disclosure  is  made 
imder  authority  of  this  subpart,  except 
a  disclosure  to  a  program  or  other  per¬ 
son  whose  records  pertaining  to  the  pa¬ 
tient  are  otherwise  subject  to  this  part, 
the  disclosure  shall  be  accompanied  by  a 
written  statement  substantially  as  fol¬ 
lows:  “This  information  has  been  dis¬ 
closed  to  you  from  records  whose  confi¬ 
dentiality  is  protected  by  Federal  law. 
Federal  regulations  (42  CFTl  Part  2)  pro¬ 
hibit  you  from  making  any  further  dis¬ 
closure  of  it  without  the  specific  written 
consent  of  the  person  to  whom  it  i>er- 
tains,  or  as  otherwise  permitted  by  such 
regulations.  A  general  authorization  for 
the  release  of  medical  or  other  informa¬ 
tion  is  NOT  sufficient  for  this  purpose.” 
An  oral  disclosure  may  be  accompanied 
or  followed  by  such  a  notice. 

(b)  Consent  required  for  redisclosure. 
A  person  who  receives  information  from 
patient  records  and  has  been  notified 
substantially  in  accordance  with  para- 
grai^  (a)  of  this  section  is  prohibited 
from  making  any  disclosure  of  such  in¬ 
formation  except  with  the  specific  writ¬ 
ten  consent  of  the  person  to  whom  it 
pertains,  or  as  otherwise  permitted  under 
this  part. 

(c)  Restriction  on  redisclosure.  When¬ 
ever  Information  from  patient  records 
is  needed  by  any  person,  such  informa¬ 
tion  must  be  obtained  directly  from  the 
program  maintaining  such  records  and 
not  from  another  person  to  whom  dis¬ 
closure  thereof  has  been  made,  except 
where  the  initial  disclosure  was  inten¬ 
tionally  and  expressly  made  for  the  pur¬ 
pose  of  redisclosure  (as  for  example  in 
the  case  of  an  emplosunent  agency),  or 
the  information  is  no  longer  available 
from  the  progrsun  and  redisclosure  is 
not  prohibited  by  any  other  provision  of 
this  part. 

§  2.32—1  Prohibition  on  redisclosure. — 
Basis  and  purpose. 

(a)  Section  2.32  is  intended  to  provide 
a  reasonable  protection  against  redls- 
closure  of  information  disclosed  with 
consent  in  accordance  with  this  subpart. 
There  is.  of  course,  no  problem  where 
the  information  becomes  part  of  a  record 
which  is  itself  subject  to  this  part  because 
It  is  maintained  in  connection  with  the 
performance  of  a  covered  substance 
abuse  prevention  function.  The  difficulty 
arises  when  the  disclosure  is  made  to 
those  whose  records  are  not  otherwise 
affected  by  this  part.  To  attempt  to  make 
all  of  the  provisions  of  this  part  appli¬ 
cable  to  such  recipients  with  respect  to 
such  Information  might  raise  serious 
probl«ns  (ff  legality,  administrative  f^isi- 
biUty,  and  fairness,  but  where  they  are 
given  actual  notice  that  specific  patient 
ctmsoit  is  normally  required  for  redis¬ 
closure,  we  think  they  can  and  thould  be 
bound  by  it. 


(b)  Oral  disclosiires  are  not  manda- 
torily  covered  because  they  should  rarely 
be  made  to  any  recipient  with  whom  the 
program  does  not  have  a  continuing 
relationship.  Where  such  a  relationship 
exists  or  the  program  is  otherwise  satis¬ 
fied  that  the  recipient  understands  and 
will  respect  the  confidential  nature  of 
the  information  supplied,  there  seems 
no  need  to  add  to  the  already  heavy 
load  of  paperwork  with  which  programs 
must  contend. 

§  2.33  Diagnosis,  treatment,  and  reha* 
bilitation. — Rules. 

(a)  Disclosure  authorized.  Where  con¬ 
sent  is  given  in  accordance  with  S  2.31, 
disclosure  of  information  subject  to  this 
part  may  be  made  to  medicsd  personnel 
or  to  treatment  or  rehabilitation  pro¬ 
grams  where  such  disclosure  is  needed 
in  order  to  better  enable  them  to  fur¬ 
nish  services  to  the  patient  to  whom 
the  information  pertains. 

(b)  Traveling,  incarcerated,  or  hospi¬ 
talized  patients  on  medication.  Where  a 
patent  on  medication  is  at  a  distance 
from  his  normal  residence  or  treatment 
program  or  is  incarcerated  or  hos¬ 
pitalized,  or  is  otherwise  tmable  to  de¬ 
liver  a  written  consent  to  his  treatment 
program  at  the  time  the  disclosure  is 
needed,  confirmation  of  the  patient’s 
status  and  information  necessary  to  ap¬ 
propriately  continue  or  modify  his  medi¬ 
cation  may  be  given  to  medical  personnel 
in  a  position  to  provide  services  to  the 
patient  upon  the  oral  representation  of 
such  personnel  that  the  patient  has  re¬ 
quested  medication  and  consented  to 
such  disclosure.  Any  program  making  a 
disclosure  in  accordance  with  this  para¬ 
graph  shall  make  a  written  memoran- 
diun  showing  the  name  of  the  patient, 
or  the  patient’s  case  number  assigned 
by  the  program,  the  date  and  time  the 
disclosure  was  made,  the  information 
disclosed,  and  the  names  of  Uie  indi¬ 
viduals  by  whom  and  to  whom  it  was 
made. 

§  2.33—1  Diagnoeis,  treatment,  and  re* 
babilitation. — Basis  and  purpose. 

(a)  Section  2.33(a)  is  a  restatement 
of  the  policy  set  forth  in  §  1401.22(a) 
of  the  previous  regulations,  expanded  to 
make  explicit  reference  to  nonmedical 
counselling  and  other  treatment  and  re¬ 
habilitative  services. 

(b)  Section  2.33(b)  clarifies  the  cor¬ 
responding  provision  in  S  1401.22(a)  of 
the  previous  regulations  by  specifying 
how  and  through  whom  oral  consent  can 
be  given,  and  limiting  the  disclosure  to 
that  necessary  to  determine  appropriate 
medication. 

§  2.34  Prevention  of  certain  multiple 
enrollments.'  Rules. 

(a)  Definitions.  For  tiie  purposes  of 
this  section  and  8  2.55— 

(1)  ’The  terms  “administer”,  "con¬ 
trolled  substance”,  “dispense”,  “main¬ 
tenance  treatment”,  and  “detoxification 
treatment”  shall  respectively  have  tbe 
meanings  defined  In  paragraphs  (2) ,  (8) , 
(10) ,  (27) ,  and  (28)  cff  section  102  of  the 


Controlled  Substances  Act  (21  U.S.C. 
802) . 

(2)  The  term  “program”  means  a 
program  which  offers  maintenance  treat¬ 
ment  or  detoxification  treatment. 

(3)  The  term  “permissible  central 
registry”  means  a  qualified  service  or¬ 
ganization  which  collects  or  acc^ts, 
from  two  or  more  programs  (referred 
to  hereinafter  as  member  programs)  all 
of  which  are  located  either  within  a 
given  State  or  not  more  than  125  miles 
from  the  nearest  point  on  the  border  of 
such  State,  patient  identifying  informa¬ 
tion  about  persons  applying  for  main¬ 
tenance  treatment  or  detoxification 
treatment  for  the  purpose  of  enabling 
the  member  programs  to  prevent  any 
individual  frmn  being  conciUTently  en¬ 
rolled  in  more  than  one  such  program. 

(b)  Use  of  central  registries  prohibited 
except  as  expressly  authorized.  The  fur¬ 
nishing  of  patient  identif3dng  informa¬ 
tion  by  a  program  to  any  central  regis¬ 
try  which  fails  to  meet  the  definition  of 
a  permissible  central  registry  set  forth 
in  paragraph  (a)  (3)  of  this  section  is 
prohibited,  and  the  furnishing  of  patient 
identifsrlng  information  to  or  by  any 
central  registry  except  as  authorized  in 
this  section  is  prohibited.  Information 
pertaining  to  patients  held  by  a  central 
registry  may  be  furnished  or  used  in  ac¬ 
cordance  with  paragraphs  (e),  (f),  and 
(g)  for  the  purpose  of  preventing  mul¬ 
tiple  enrollments,  but  may  not  be  other¬ 
wise  furnished  or  used  in  connection  with 
any  legal,  administrative,  supervisory,  or 
other  action  with  respect  to  any  patient. 

(c)  Safeguards  and  procedures  re¬ 
quired.  To  minimize  the  likelihood  of 
disclosures  of  information  to  impostors 
or  others  seeking  to  bring  about  un¬ 
authorized  or  improper  disclosure,  any 
communications  carried  on  by  programs 
pursuant  to  this  section  must  be  con¬ 
ducted  (1)  by  authorized  personnel  des¬ 
ignated  in  accordance  with  §  2.17(b) ,  and 
(2)  in  conformity  with  procedures  estab¬ 
lished  in  accordance  with  that  section. 

(d)  Disclosures  with  respect  to  pa¬ 
tients  in  treatment.  A  member  program 
may  supply  patient  identifying  informa¬ 
tion  and  Information  concerning  the 
type  of  drug  used  or  to  be  used  in  treat¬ 
ment  and  the  dosage  thereof,  with 
relevant  dates,  to  a  permissible  central 
registry  with  respect  to  any  patient — 

(1)  When  the  patient  is  accepted  for 
treatment, 

(2)  When  the  tirpe  or  dosage  of  the 
drug  is  changed,  and 

(3)  When  the  treatment  is  inter¬ 
rupted,  resumed,  or  terminated. 

(e)  Disclosures  with  respect  to  applica¬ 
tions.  When  any  person  applies  to  a  pro¬ 
gram  for  maintenance  treatment  or  de¬ 
toxification  treatment,  then  for  the  pur¬ 
pose  of  Inquiring  whether  such  person 
is  currently  enrolled  in  another  program 
for  such  treatment,  the  program  may 
furnish  patient  identifying  Information 
with  respect  to  such  person — 

(1)  To  any  permlssllde  central  regis¬ 
try  of  which  the  program  Is  a  member, 
and 
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(2)  To  any  other  program  which  is 
not  more  than  200  miles  distant  and 
which  is  not  a  member  of  any  central 
registry  of  which  the  inquiring  program 
is  a  member. 

(f)  Program  procedure  in  case  of  ap¬ 
parent  concurrent  enrollment.  When  an 
inquiry  piu^uant  to  paragraph  (e)  (2)  is 
made  of  another  treatment  program  and 
its  response  is  affirmative,  the  two  pro¬ 
grams  may  engage  in  such  further  com¬ 
munication  as  may  be  necessary  to  estab¬ 
lish  whether  an  error  has  been  made,  and 
if  none,  the  programs  should  proceed  in 
accordance  with  sound  clinical  practice 
and  any  applicable  regulations  pertain¬ 
ing  to  the  type  of  treatment  Involved. 

(g)  Registry  procedure  in  cose  of  ap¬ 
parent  concurrent  enrollment.  When  an 
inquiry  pursuant  to  paragraph  (e)(1)  is 
made  of  a  permissible  central  registry 
and  its  response  is  affirmative,  it  may  ad¬ 
vise  the  inquiring  program  of  the  name, 
address,  and  telephone  number  of  the 
other  program,  or  it  may  advise  the  other 
program  of  tl^  identity  of  the  patient 
and  the  name,  address,  and  telephone 
number  of  the  inquiring  program,  or  it 
may  do  both,  and  in  any  case  the  two 
programs  may  then  commimicate  as  pro¬ 
vided  In  paragraph  (f)  above. 

(h)  Advice  to  patients.  When  the  poli- 
'cies  and  procedures  of  any  program  in¬ 
volve  any  disclosures  pursuant  to  this 
section,  before  any  patient  is  accepted 
for  or  continued  in  treatment  (other  than 
detoxification  treatment)  after  Septem¬ 
ber  30,  1975,  written  consent  in  accord¬ 
ance  with  §  2.31  shall  be  obtained.  Such 
consent  shall  set  forth  a  current  list  of 
the  names  and  addresses  either  of  any 
programs  or  of  any  central  registries  to 
which  such  disclosures  will  be  made.  Not¬ 
withstanding  the  requirement  of  §  2.31 

(a)(2),  such  consent  shall  be  effective 
with  respect  to  any  other  such  program 
thereafter  established  within  200  miles, 
or  any  registry  serving  such  programs, 
and  shall  so  state.  Such  consent  shall  be 
effective  for  as  long  as  the  patient  re¬ 
mains  enrolled  in  the  program  to  which 
it  is  given. 

§  2.34—1  Prevention  of  certain  multiple 
enrollments. — Basis  and  purpose. 

Section  2.34  is  based  upon  §  1401.43  of 
the  previous  regulations.  It  was  omitted 
from  the  August  22,  1974  draft,  but  com¬ 
ments  on  the  omission  made  it  clear  that 
in  certain  areas  of  the  country,  central 
registries  are  a  functional  component  of 
the  treatment  system,  and  that  regula¬ 
tions  to  guide  their  operations  are 
needed. 

§  2.35  Legal  counsel  for  patient.— Rules. 

When  a  bona  fide  attorney -client  re¬ 
lationship  exists  between  an  attomey-at- 
law  and  a  patient,  disclosure  of  any  in¬ 
formation  in  the  patient’s  records  may 
be  made  to  the  attorney  upon  the  writ¬ 
ten  application  of  the  patient  endorsed 
by  the  attorney.  Information  so  disclosed 
may  not  be  further  disclosed  by  the 
attorney. 

§  2.35-1  Legal  counsel  for  patient.— 
Basis  and  purpose. 

Section  2.35  simplifies  and  broadens 
the  statement  of  the  policy  embodied  in 


§  1401.25  of  the  previous  regulations.  Its 
purpose  is  to  assure  the  availability  to 
the  attorney,  with  his  client's  consent,  of 
any  information  needed  as  a  basis  for 
advice  and  counsel.  The  purpose  of  the 
prohibition  on  further  disclosure  by  the 
attorney  is  to  guard  against  the  possi¬ 
bility  that  the  attorney  might  be  forced 
to  serve  as  a  conduit  for  otherwise  pro¬ 
hibited  disclosures  to  third  parties.  Ordi¬ 
narily,  the  attorney-client  privilege 
would 'suffice,  but  that  privilege  is  sub¬ 
ject  to  waiver  by  the  client,  whereas  this 
prohibition  is  not.  Where  there  is  a  need 
for  disclosure  to  a  third  party  of  any 
given  information  about  any  patient,  this 
prohibition  in  no  way  affects  the  avail¬ 
ability  of  other  sections  of  this  part  to 
authorize  such  disclosure  by  the  program. 

§  2.36  Palienl’s  family  and  othera.- 
Rule. 

Where  consent  is  given  in  accordance 
with  §  2.31,  information  evaluating  his 
current  or  past  status  in  a  treatment 
program  may  be  furnished  to  any  person 
with  whom  the  patient  has  a  personal 
relationship  unless,  in  the  judgment  of 
the  person  responsible  for  the  patient’s 
treatment,  the  disclosure  of  such  infor¬ 
mation  would  be  harmful  to  the  patient. 

§  2.3(^1  Patient's  family  and  others. 
Basis  and  purpose. 

Section  2.36  expresses  the  same  policy 
as  was  embodied  in  §  1401.27  of  the  pre¬ 
vious  regulations,  broadened  to  reflect 
the  expanded  authority  for  consensual 
disclosure  under  the  authorizing  legisla¬ 
tion. 

§  2.37  Tliird'party  payers  and  funding 
sources. — Rules. 

(a)  Acquisition  of  information.  Dis- 
closiure  of  patient  information  to  third- 
party  payers  or  funding  sources  may  be 
made  only  with  the  written  consent  of 
the  patient  given  in  accordance  with 
§  2.31  and  any  such  disclosure  must  be 
limited  to  that  information  which  is  rea¬ 
sonably  necessary  for  the  discharge  of 
the  legal  or  contractual  obligations  of 
the  third-party  payer  or  funding  source. 

(b)  Prohibition  on  disclosure.  Where  a 
funding  source  or  third-party  payer 
maintains  records  of  the  identity  of  re¬ 
cipients  of  treatment  or  rehabilitation 
services  for  alcohol  or  drug  abuse  such 
records  are,  under  the  authorizing  legis¬ 
lation,  maintained  in  connection  with  the 
performance  of  an  alcohol  or  drug  abuse 
prevention  function  and  are  subject  to 
the  restrictions  upon  disclosure  set  forth 
in  this  part. 

§  2.37—1  Third-party  payers  and  fund¬ 
ing  sources.— -Basis  and  purpose. 

Section  2.37  is  based  upon  the  general 
authority  to  prescribe  regulaticms  to  car¬ 
ry  out  the  purposes  of  the  authorizing 
legislation.  The  4creat  diversity  of  con¬ 
tractual  arrangements  and  legal  require¬ 
ments  under  which  the  operations  of 
third-party  payers  and  funding  sources 
are  carried  on  precludes  the  prescription 
of  detailed  records  management  instruc¬ 
tions  in  these  regulations,  even  if  that 
were  otherwise  desirable.  The  general 
principles  set  forth  in  §  2.37,  however, 
should  clarify  the  question  of  coverage. 


and  where  coverage  exists,  provide  a 
standard  which  will  minimize  the  likeli¬ 
hood  of  violations.  See  also  §  2.12-1  (g). 

§  2.38  Employers  and  employment 
agencies. — Rules. 

(a)  Disclosure  permitted.  Where  con¬ 
sent  is  given  in  accordance  with  §  2.31, 
a  program  may  make  disclosures  in  ac¬ 
cordance  with  this  section. 

(b)  Eligible  recipients.  A  program  may 
make  disclosures  under  this  section  to 
public  or  private  employment  agencies, 
employment  services,  or  employers. 

(c)  Scope  of  disclosure.  Ordinarily, 
disclosures  pursuant  to  this  section 
should  be  limited  to  a  verification  of  the 
patient’s  status  in  treatment  or  a  gen¬ 
eral  evaluation  of  progress  in  treatment. 
More  specific  information  may  be  fur¬ 
nished  where  there  is  a  bona  fide  need 
for  such  information  to  evaluate  hazards 
which  the  employment  may  pose  to  the 
patient  or  others,  or  where  sutffi  informa¬ 
tion  is  otherwise  directly  relevant  to  the 
employment  situation. 

(d)  Criteria  for  approval.  A  disclosure 
under  this  section  may  be  made  if,  in  the 
judgment  of  the  program  director  or  his 
authorized  representative  appointed  as 
provided  in  §  2.17(b),  the  following  cri¬ 
teria  are  met: 

( 1 )  The  program  has  reason  to  believe, 
on  the  basis  of  past  experience  or  other 
credible  information  (which  may  in 
appropriate  cases  consist  of  a  written 
statement  by  the  employer),  that  such 
information  will  be  used  for  the  purpose 
of  assisting  in  the  rehabilitation  of  the 
patient  and  not  for  the  pUrpose  of  iden¬ 
tifying  the  individual  as  a  patient  in  or¬ 
der  to  deny  him  employment  or  advance¬ 
ment  because  of  his  history  of  drug  or 
alcohol  abuse. 

(2)  The  information  sought  appears  to 
be  reasonably  necessary  in  view  of  the 
tjqie  of  employment  involved. 

§  2.38—1  Employers  and  employment 
agencies.— Basi.^  and  purpose. 

Section  2.38  is  based  on  the  rulemaking 
power  conferred  by  subsection  (b)  (1)  of 
the  authorizing  legislation,  and  is 
adapted  from  §  1401.26  of  the  previous 
regiilations.  Its  purpose  is  to  allow  dis¬ 
closures  reasonably  necessary  and  ap¬ 
propriate  to  facilitate  the  employment  of 
patients  and  former  patients,  while  pro¬ 
tecting  patients  against  unnecessary  or 
excessively  broad  disclosmes.  It  was 
urged  in  a  comment  received  on  the  Au¬ 
gust  22,  1974  draft  that  disclosures  to 
employers  be  flatly  prohibited  on  the 
ground  that  the  employer’s  sole  legiti¬ 
mate  concern  is  with  on-the-job  per¬ 
formance.  While  we  are  not  unsympa¬ 
thetic  to  this  view,  a  countervailing  con¬ 
sideration  is  that  in  the  case  of  an 
employee  or  applicant  who  is  known  by 
the  employer  to  have  a  problem  with 
drugs  or  alcohol,  knowledge  by  the  em¬ 
ployer  of  a  genuine  effort  by  the  em¬ 
ployee  to  deal  with  it  can  make  the  dif¬ 
ference  between  a  job  and  no  job. 

§  2.39  Criminal  justice  system  refer¬ 
rals.— Rules. 

(a)  Consent  authorized.  Where  par¬ 
ticipation  by  an  individual  in  a  treatment 
program  is  made  a  condition  of  such  In- 
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dlvlduaTs  release  from  confinement,  the 
disposition  or  status  of  any  criminal  pro¬ 
ceedings  against  him  or  the  execution 
or  suspension  of  any  sentence  Imposed 
upon  him,  such  Individual  may  consent 
to  unrestricted  commimlcation  between 
any  inrogram  In  which  he  Is  enrolled  In 
fulfillment  of  such  condition  and  (1)  the 
court  granting  probation,  or  other  post- 
trial  or  pretrial  conditional  release,  (2) 
the  parole  board  or  other  authority 
granting  parole,  or  (3)  probation  or 
parole  officers  responsible  for  his  super¬ 
vision. 

(b)  Duration  of  consent.  Where  con¬ 
sent  Is  given  for  disclosures  described  in 
paragraph  (a)  of  this  section,  such  con¬ 
sent  shall  expire  sixty  days  after  It  is 
given  or  when  there  is  a  substantial 
change  in  such  person's  status,  which¬ 
ever  is  later.  For  the  purposes  of  this 
section,  a  substantial  change  occurs  in 
the  status  of  a  person  who.  at  the  time 
such  consent  is  given,  has  been — 

(1)  Arrested,  when  such  person  Is 
formally  charged  or  unconditionally  re¬ 
leased  from  arrest; 

(2)  Formally  charged,  when  the 
charges  have  b^n  dismissed  with  preju¬ 
dice,  or  the  trial  of  such  person  has  b^n 
commenced; 

(3)  Brought  to  a  trial  which  has  com¬ 
menced,  when  such  person  has  been 
acquitted  or  sentenced ; 

(4)  Sentenced,  when  the  sentence  has 
been  fully  executed. 

(c)  Revocation  of  consent.  An  indi¬ 
vidual  whose  release  from  confinement, 
probation,  or  parole  is  conditioned  upon 
his  participation  in  a  treatment  program 
may  not  revoke  a  consent  given  by  him 
in  accordance  with  paragraph  (a)  of  this 
section  until  there  h£ks  b^n  a  formal 
and  effective  termination  or  revocation 
of  such  release  from  confinement,  pro- 
baticm,  or  parole. 

(d)  Restrictions  on  redisclosure.  Any 
Information  directly  or  indirectly  re¬ 
ceived  pursuant  to  this  section  may  be 
used  by  the  recipients  thereof  only  in 
connection  with  their  official  duties  with 
respect  to  the  particular  individual  with 
respect  to  whom  it  was  acquired.  Such 
recipients  may  not  make  such  informa¬ 
tion  available  for  general  investigative 
purposes,  or  otherwise  use  it  in  unrelated 
proceedings  or  make  it  available  for 
unrelated  purposes. 

§  2.39—1  Criminal  justice  system  refer¬ 
rals.— Basis  and  purpose. 

(a)  On  the  basis  of  extensive  written 
comment  and  oral  ccnnmunlcations  re¬ 
ceived  on  the  subject  matter  of  8  2.39 
as  proposed  in  the  May  9.  1975  notice 
(designated  as  8  2.40  in  that  notice) ,  we 
have  concluded  that  the  latitude  allowed 
and  the  conditions  imposed  in  8  2.39  as 
set  forth  above  are  necessary  and  proper 
to  effectuate  the  purposes  of  the  author¬ 
izing  legislation. 

(b)  From  a  legal  standpoint,  it  seems 
highly  doubtful  whether,  in  a  proceeding 
to  revoke  probation  or  parole,  the  due 
process  requiremmts  laid  down  in  Mor¬ 
rissey  V.  Brewer,  408  U.S.  471,  92  S.Ct. 
2593,  33  LBd.2d  484  (1972)  and  Gagnon 
V.  Scarpem,  411  UB.  778,  93  S.Ct.  1756, 
36  LJSd.2d  636  (1973)  could  be  met  by 
an  unsupported  general  evaluation  by  a 
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treatment  program  to  the  effect  that  a 
patient's  status  or  progress  in  treatment 
was  unsatisfactory.  Thus.  If  such  an  eval¬ 
uation  were  all  that  could  be  communi¬ 
cated  by  a  program  about  a  particular 
patient's  conduct  during  the  period  he 
was  in  treatment,  a  condition  requiring 
satisfactory  participaticm  in  a  treatment 
program  would  to  all  intents  and  pur¬ 
poses  become  vmenforceable.  Moreover,  if 
it  were  held  to  be  enforceable,  the  opera¬ 
tive  decision  on  the  revocation  issue 
would  then  be  made  by  the  program,  ar¬ 
guably  exacerbating  rather  than  alleviat¬ 
ing  its  role-confilct  problem.  It  may  thus 
be  the  part  of  wisdom  to  confess  that 
some  degree  of  role-confiict  is  inherent 
in  the  situation  of  any  program  which 
accepts  criminal  justice  referrals.  If  so. 
the  issue  then  b^omes  that  of  finding 
the  most  constructive  way  to  handle  the 
conflict,  rather  than  a  sterile  and  futile 
effort  to  avoid  it  altogether. 

(c)  We  are  persuaded  that  in  many 
instances  a  prohibition  on  free  com¬ 
munication  l^tween  probation  officers 
and  drug  abuse  program  counsellors 
would  have  profoundly  deleterious  effects 
on  the  rehabilitative  process.  Many  pro¬ 
bation  officers  bring  to  their  work  a  high 
degree  of  training,  professionalism,  and 
experience.  They  are  under  no  illusion 
that  they  are  dealing  with  a  clientelle 
which  will  never  stumble  or  relapse,  and 
if  they  have  the  information  necessary 
to  intervene  at  an  early  stage  of  such 
an  episode,  their  intervention  can  often 
make  the  difference  between  success  and 
failure  for  the  client. 

(d)  There  is,  however,  nothing  in  these 
regulations  which  precludes  treatment 
programs  from  entering  into  agreements 
or  arrangements  with  agencies  or  insti¬ 
tutions  of  the  criminal  justice  system  to 
regulate  or  restrict  the  subject  matter  or 
form  of  communications  of  information 
about  patients.  For  example,  such  an 
arrangement  might  provide  for  free  oral 
commimlcation  between  counsellors  and 
probation  officers,  while  restricting  for¬ 
mal  written  reports  by  the  program  to 
specified  types  of  so-called  hard  data 
such  as  attendance  and  urinalysis  results. 
In  view  of  widely  differing  conditions  and 
attitudes  in  various  parts  of  the  country, 
substantial  variations  in  such  arrange¬ 
ments  are  not  only  expectable  but  de¬ 
sirable. 

(e)  A  further  aspect  of  this  matter, 
which  was  not  adequately  considered  or 
dealt  with  in  the  May  9  pnposal,  is  the 
impact  which  the  rules  laid  down  in 
8  2.39  have  on  the  bail  decision.  There  is 
a  high  correlation  between  the  diqx>si- 
tion  of  the  application  for  bail  and  the 
type  of  sentence  which  may  be  meted 
out  upon  conviction.  The  contrast  be¬ 
tween  the  recidivism  rates  for  those  who 
receive  treatment  and  supervision,  as 
against  those  who  simply  receive  the 
pimlshment  of  Incarceration,  is  a  power¬ 
ful  argiunent  against  restrictions  which 
would  t^d  to  narrow  the  circiunstances 
under  which  conscientious  Judges  can 
grant  bail. 

(f)  It  must  be  emphasized  that  8  2.39 
in  no  way  reduces  the  necessity  to  obtain 
written  consent  from  patimits,  whether 
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or  not  referred  by  the  criminal  justice 
system,  before  di^losures  for  the  pur¬ 
poses  here  involved  can  be  made  by  i>ro- 
grams.  We  have  been  urged  to  make  an 
exception  from  the  reqxiirement  of  8  2.31 
in  the  case  of  parolees  and  probationers, 
but  such  an  exception  would  be  wholly 
unsupported  by  the  authorizing  legisla¬ 
tion.  In  fashioning  these  regulations,  it  is 
not  our  privilege  to  adorn  a  tabula  rasa 
according  to  our  own  predilections : 
rather,  it  is  our  duty  to  interlineate  a 
statute  with  fidelity  to  its  spirit,  its 
terms,  and  its  purposes. 

§  2.4B  Situations  not  f>therwi8e  provided 
for.— Rules. 

(a)  Criteria  for  approval.  In  any  sit¬ 
uation  not  otherwise  specifically  pro¬ 
vided  for  in  this  subpart,  where  consent 
is  given  in  accordance  with  8  2.31,  a  pro¬ 
gram  may  make  a  disclosure  for  the 
benefit  of  a  patient  from  the  records  of 
that  patient  if,  in  the  Judgment  of  the 
program  director  or  his  authorized  rep¬ 
resentative  appointed  as  provided  in 
8  2.17,  all  of  the  following  criteria  are 
met: 

(1)  There  Is  no  suggestion  in  the 
written  consent  or  the  circumstances 
surrounding  it,  as  known  to  the  program, 
that  the  consent  was  not  given  freely, 
volimtarlly,  and  without  coercion. 

(2)  Granting  the  request  for  dis¬ 
closure  will  not  cause  substantial  harm 
to  the  relationship  between  the  patient 
and  the  program  or  to  the  program's 
capacity  to  provide  services  in  general. 

(3)  Granting  the  request  for  dis¬ 
closure  will  not  be  harmful  to  the 
patient. 

(b)  Circumstances  deemed  beneflctal. 
For  the  purposes  of  this  section,  the 
circumstances  imder  which  disclosure 
may  be  deemed  to  be  beneficial  to  a 
patient  include,  but  are  not  limited  to, 
those  in  which  the  disclosure  may  assist 
the  patient  in  connection  with  any  pub¬ 
lic  or  private  claim,  right,  privilege, 
gratuity,  grant  or  other  Interest  accruing 
to,  or  for  the  benefit  of,  the  patient  or  the 
patient's  immediate  family.  Examples  of 
the  foregoing  Include  welfare,  medicare, 
unemployment,  workmen's  compensa¬ 
tion,  accident  or  medical  insurance,  pub¬ 
lic  or  private  pension  or  other  retirement 
benefits,  and  any  claim  or  defense  as¬ 
serted  or  which  is  an  issue  in  any  civil, 
criminal,  administrative  or  other  pro¬ 
ceeding  in  which  the  patient  is  a  party 
or  is  affected. 

§  2.40—1  Situations  not  otherwise  pro¬ 
vided  for.— Basis  and  purpose. 

(a)  Section  2.40  is  based  upon  81401.23 
of  the  previous  regulations,  amended  to 
refiect  the  expansion  made  by  the  change 
in  the  law  with  respect  to  the  permissible 
scope  of  consensual  disclosures. 

(b)  A  strong  case  can  be  made  for  the 
proposition  that  8  2.40  should,  in 
effect  if  not  expressly,  require  a  program 
to  make  any  disclosure  requested  by  a 
patient.  The  discretion  vested  in  the  pro¬ 
gram,  it  can  be  argued,  is  at  best  an 
expression  of  overprotective  paternalism, 
and  at  worst,  an  invitation  to  programs 
to  cover  up  material  potentially  em¬ 
barrassing  to  themselves.  Bearing  In 

1,  1975 


RULES  AND  REGULATIONS 


27815 


mind,  however,  that  persons  who  have 
obtained  the  type  of  treatment  to  which 
this  part  applies  are  more  vulnerable  to 
pressures  of  various  kinds  than  are  pa¬ 
tients  in  general,  it  seems  preferable  to 
retain  some  responsibility  on  the  part 
of  the  program  to  protect  the  best  in¬ 
terests  of  its  patients  in  this  very  sensi¬ 
tive  area.  This,  like  many  other  choices 
which  these  regulations  reflect,  is  a  de¬ 
termination  which  can  be  reviewed  and 
revised  from  time  to  time  in  the  light 
of  experience. 

Subpart  D — Disclosures  Without  Patient 
Consent 

§  2.51  Medical  emergencies. — Rules. 

(a)  In  general.  Disclosure  to  medical 
personnel,  either  private  or  govern¬ 
mental,  is  authorized  without  the  con¬ 
sent  of  the  patient  when  and  to  the  ex¬ 
tent  necessary  to  meet  a  bona  fide  medi¬ 
cal  emergency. 

(b)  Food  and  Drug  Administration. 
Where  treatment  involves  the  use  of  any 
drug,  and  appropriate  officials  of  the 
Food  and  Drug  Adiphiistration  deter¬ 
mine  that  the  life  or  health  of  patients 
may  be  endangered  by  an  error  in  the 
manufacture  or  packaging  of  such  drug, 
disclosure  of  the  Identities  of  the  recip¬ 
ients  of  the  drug  may  be  made  without 
their  consent  to  appropriate  officials  of 
the  Food  and  Drug  Administration  to  en¬ 
able  them  to  notify  the  patients  or  their 
physicians  of  the  problem  in  order  that 
corrective  action  may  be  taken. 

(c)  Incapacitated  persons.  Where  a 
patient  is  incapacitated  and  information 
concerning  the  treatment  being  given 
hlrn  by  a  program  is  necessary  to  make  a 
sound  determination  of  appropriate 
emergency  treatment,  such  information 
may  be  given  without  the  patient’s  con¬ 
sent  to  personnel  providing  such  emer¬ 
gency  treatment. 

(d)  Notification  of  family  or  others. 
When  any  individual  suffering  from  a 
serious  medical  condition  resulting  from 
drug  or  alcohol  abuse  is  receiving  treat¬ 
ment  at  a  facility  which  is  within  the 
scope  of  this  Part  the  treating  physician 
may,  in  his  discretion,  give  notification  of 
such  condition  to  a  member  of  the  in¬ 
dividual’s  family  or  any  other  person 
with  whom  the  Individual  is  known  to 
have  a  responsible  personal  relationship. 
Such  notification  may  not  be  made  with¬ 
out  such  individual’s  consent  at  any 
time  such  individual  is  capable  of  ra¬ 
tional  communication. 

(e)  Record  required.  Any  program 
making  an  oral  disclosure  under  author¬ 
ity  of  this  section  shall  make  a  writ¬ 
ten  memorandum  showing  the  patient’s 
name  or  case  number,  the  date  and  time 
the  disclosure  was  made,  some  indica¬ 
tion  of  the  nature  of  the  emergency,  the 
Information  disclosed,  and  the  names  of 
the  individuals  by  whom  and  to  whom  it 
was  disclosed. 

§  2.51—1  Medical  emergencies. — Basis 
and  porpose. 

The  provisions  of  S  2.51  are  adapted 
from  S  1401.42  of  the  previous  regula¬ 
tions,  and  are  based  on  subsection  (b)  (2) 
(A)  of  the  authorizing  legislation.  The 


provision  in  the  previous  regulations 
with  respect  to  patients  who  may  be  in¬ 
carcerated  is  now  covered  In  S  2.33(b). 

Paragraph  (d)  of  8  2.51  is  based  upon 
the  theory  that  the  disclosure  there  al¬ 
lowed  is  of  the  patient’s  endangered 
condition,  not  his  Identity  as  a  drug  or 
alcohol  abuse  patient,  and  that  the  hu¬ 
manitarian  necessity  of  such  notifica¬ 
tion  outweights  its  potential  for  acci¬ 
dental  violation  of  confidentiality. 

§  2.52  Research,  audit,  and  evalua¬ 
tion.— Rules. 

(a)  Research,  audit,  and  evaluation. 
Subject  to  any  applicable  specific  pro¬ 
vision  set  forth  hereinafter  in  this  sub¬ 
part,  the  content  of  records  pertaining  to 
any  patient  which  are  maintained  in 
connection  with  the  performance  of  a 
fimction  subject  to  this  part  may  be  dis¬ 
closed,  whether  or  not  the  patient  gives 
consent,  to  qualified  personnel  for  the 
purpose  of  conducting  scientific  research, 
management  audits,  financial  audits,  or 
program  evaluation,  but  such  personnel 
may  not  Identify,  directly  or  indirectly, 
any  individual  patient  in  any  report  oi 
such  research,  audit,  or  evaluation,  or 
otherwise  disclose  patient  identities  in 
any  manner.  For  the  purposes  of  this 
subpart  and  for  the  purposes  of  subsec¬ 
tion  (b)  (2)  (B)  of  the  authorizing  legis¬ 
lation,  the  term  “qualified  personnel” 
means  persons  whose  training  and  ex¬ 
perience  are  appropriate  to  the  nature 
and  level  of.  the  work  in  which  they  are 
engaged  and  who,  when  working  as  part 
of  an  organization,  are  performing  such 
work  with  adequate  administrative  safe¬ 
guards  against  unauthorized  disclosures. 

(b)  Use  of  disclosures  of  patient  iden¬ 
tifying  information. 

(1)  Where  a  dLsclosure  made  to  any 
person  pursuant  to  paragraph  (a)  of  this 
section  includes  patient  Identifying  in¬ 
formation  with  respect  to  any  patient, 
such  information  may  not  be  further  dis¬ 
closed,  and  may  not  be  used  in  connec¬ 
tion  with  any  legal,  administrative,  su¬ 
pervisory,  or  other  action  whatsoever 
with  respect  to  such  patient,  except  as 
provided  in  paragraphs  (b)  (2)  and  (b) 
(8)  of  this  section. 

(2)  The  inclusion  of  patient  identify¬ 
ing  information  in  any  written  or  oral 
communication  between  a  person  to 
whom  a  disclostne  has  been  made  pur¬ 
suant,  to  paragraph  (a)  and  the  program 
making  such  disclosure  does  not  consti¬ 
tute  the  identification  of  a  patient  in  a 
report  or  otherwise  in  violation  of  para¬ 
graph  (a). 

(3)  Where  a  dlsclosme  is  made  pur¬ 
suant  to  paragraph  (a)  of  this  section 
to  a  person  qualified  to  determine,  on  the 
basis  of  such  disclosure,  the  presence  of  a 
substantial  risk  to  the  health  and  well 
being,  whether  physical  or  psychological, 
of  any  patient,  and,  in  the  judgment  of 
such  person,  such  a  risk  exists  and  the 
situation  cannot  be  dealt  with  solely  by 
means  of  communications  as  described 
in  paragraph  (b)  (2)  of  this  section  with¬ 
out  intensifying  or  prolonging  the  risk 
as  compared  with  other  means  of  dealing 
with  it,  then  the  Initial  disclosure  under 
paragraph  (a)  and  any  subsequent  dis¬ 


closure  or  redisclosure  of  patient  identi¬ 
fying  Information  for  the  piurpose  of  re¬ 
ducing  the  risk  to  the  patient  involved 
shall  be  subject  to  the  provisions  of 
8  2.51. 

§  2.52—1  Research,  audit,  and  evalua- 
tiMi. — Baais  and  pnrpnse. 

(a)  General  purpose.  Subsection  Ca) 
of  this  section  is  adapted  directly  from 
subsection  (b)  (2)  (B)  of  the  authorizing 
legislation.  The  purpose  of  each  is  the 
same:  To  facilitate  the  search  for  truth, 
whether  in  the  context  of  scientific  in¬ 
vestigation,  administrative  management, 
or  broad  issues  of  public  policy,  while  at 
the  same  time  safeguarding  the  personal 
privacy  of  the  individuals  who  are  the 
intended  beneficiaries  of  the  process  or 
program  under  investigation.  This  sub¬ 
part  in  particular,  and  this  part  as  a 
whole,  are  intended  to  aid  in  carrying 
out  that  purpose. 

(b)  The  succeeding  sections  of  this 
subpart  deal  with  problems  which  arise 
in  connection  with  disclosures  made  for 
certain  specific  purposes  which  have 
been  interpreted  as  falling  within  the 
general  purposes  embraced  by  §  2.52. 
Those  sections  wHl  be  best  understood, 
however,  in  the  light  of  some  discussion 
of  the  imderlying  premises  of  the  general 
rule,  and  its  relationship  to  two  other 
legal  concepts:  the  right  of  privacy,  and 
the  duty  to  obtain  informed  consent  from 
research  subjects. 

(c)  The  Right  of  Privacy.  So  far  as  is 
relevant  to  this  discussion,  we  may  con¬ 
sider  the  right  of  privacy  in  two  aspects. 
One,  a  protection  against  improper  gov¬ 
ernmental  activity,  is  the  right  to  be  se¬ 
cure  against  unreasonable  searches  and 
seizures  guaranteed  by  the  Fourth 
Amendment,  with  some  expansion  from 
the  penumbras  of  the  Fifth  and  Sixth 
Amendments.  The  protections  afforded 
to  patients  by  the  authorizing  legislation, 
not  to  mention  these  regulations,  go  far 
beyond  those  which  are  constitutionally 
required. 

(d)  The  other  aspect  of  the  right  of 
privacy,  which  has  sometimes  been  de¬ 
scribed  as  the  right  to  be  left  alone,  is 
the  notion  that  an  individual  has  a  right 
not  to  be  hurt  by  intrusions  into  his  es¬ 
sentially  personal  concerns,  or  to  have 
essentially  private  information  exploited 
for  commercial  gain,  whether  or  not  the 
intrusion  or  exploitation  is  in  connection 
with  any  possible  governmental  action 
against  him.  'The  courts  have  spoken  of  a 
right  of  privacy  in  a  wide  variety  of  con¬ 
texts,  but  they  have  repeatedly  and  ex¬ 
plicitly  rejected  the  notion  that  anj'one 
has  a  right  to  go  about  his  daily  affairs 
encapsulated  in  an  imi}enetrable  buhhlfi 
of  anonymity.  The  courts  have  been  care¬ 
ful  to  weigh  the  competing  interests,  and 
the  social  interest  in  valid  research  and 
evaluation  is  clearly  of  sufficient  moment 
to  be  considered  in  this  process. 

(e)  In  defense  of  the  position  that 
disclosure  of  patient  identifying  Infor¬ 
mation  even  for  carefully  guarded  sci¬ 
entific  research  should  be  permitted  only 
on  a  consensual  basis,  two  dnTniTia.T>t.  nnAg 
of  argument,  somewhat  Interreaiated. 
have  emerged.  One  is  that  retrospective 
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studies  are  of  questionable  value  in  any 
case,  smd  the  other  is  that  a  sampling 
technique  involving  informed  consent  on 
the  part  of  the  members  of  the  sample 
can  always  be  used  to  develop  the  in¬ 
formation  sought.  Neither  line  of  argu¬ 
ment  will  withstand  careful  scrutiny. 

(f)  It  is  true,  of  course,  that  the 
efficacy  of  a  given  therapeutic  agent  can 
often  best  be  evaluated  by  means  of  a 
well-designed  prospective  study  in  which 
special  recordkeeping  procedures,  special 
criteria  for  patient  selection,  and  an 
appropriate  control  have  all  been  estab¬ 
lished  with  a  view  to  the  purpose  of  the 
study.  There  are,  however,  many  impor¬ 
tant  investigations  which  simply  do  not 
lend  themselves  to  such  a  format.  Some¬ 
times  the  desirability  or  even  the  pos- 
sibiUty  of  a  particular  study  does  not 
suggest  itself  except  in  retrospect. 
Another  important  consideration  is  the 
fact  that  knowledge  that  an  investiga¬ 
tion  is  going  on  may  influence  the  be¬ 
havior  of  patients,  clinicians,  or  both. 
Where  such  knowledge  can  influence  the 
make-up  of  a  sample,  it  will  normally  do 
so  in  the  direction  of  favorable  outcomes, 
but  to  an  unknown  degree,  thus  tending 
to  invalidate  the  results  reported. 

(g)  While  the  sample  technique  has  its 
uses,  especially  with  populations  that  are 
unmanageably  large,  it  is  often  less  dif¬ 
ficult  and  exE>ensive,  and  less  likely  to 
Interfere  with  the  actual  conduct  smd 
outcomes  of  treatment  or  rehabilitation 
processes,  to  use  the  full  population  under 
study.  Even  more  important  than  eco¬ 
nomy  and  administrative  convenience  in 
carrying  out  a  study,  there  may  be  an 
overriding  advantage  in  terms  of  elimi¬ 
nating  any  question  as  to  the  validity  of 
the  results  of  the  study  on  the  ground  of 
bias  in  Uie  selection  of  the  sample. 

(h)  Informed  Consent.  The  duty  to 
obtain  informed  consent  is  obvious  and 
compelling  in  situations  where  an  indi¬ 
vidual  is  exposed  to  the  possibUity  of 
harm,  either  physical  or  psychological, 
as  a  consequence  of  medical  procedures, 
research,  or  similar  activities.  Where 
such  a  situation  exists  the  person  con¬ 
ducting  the  research  or  medical  pro¬ 
cedure  violates  his  duty  to  the  subject 
or  patient  if  he  proceeds  without  obtain¬ 
ing  the  voluntary  informed  consent  from 
the  individual  or  his  legally  authorized 
representative.  Thus,  in  conducting  an 
activity  which  places  the  subject  or 
patient  at  risk  the  practitioner  may 
not  give  precedence  to  a  hidden  agenda, 
even  for  so  lofty  a  motive  as  the 
advancement  of  knowledge.  In  this  re¬ 
gard,  see  the  Department  of  Health,  Edu¬ 
cation  and  Welfare’s  Protection  of  Hu¬ 
man  Subjects  Regulations,  45  CFR  Part 
46.  Those  regulations  are  applicable  to 
all  Department  of  Health,  Education  and 
Welfare  grants  and  contracts  sivportlng 
research,  development  and  related  ac¬ 
tivities  involving  human  subjects. 

(i)  It  is  apparent  that  the  foregoing 
rationale  for  requiring  Informed  con¬ 
sent  does  not  apply  to  the  same  degree 
In  situations  involving  the  disclosure  of 
dlnical  records  for  research  in  the  form 
of  toHow-up  or  retrospective  studies.  Un¬ 
der  these  circumstances  the  risk  to  the 


subject  is  that  some  disclosure  or  misuse 
of  information  from  which  he  could  be 
identified  might  resiilt  in  embarrassment, 
lost  opportunities,  or  other  forms  of 
psychological  or  social  Injury.  While 
that  possibility  of  harm  could  be  re¬ 
duced  by  requiring  consent  to  every  re¬ 
view  of  clinical  records  for  research  pur¬ 
poses,  a  similar  result  can  be  achieved  by 
the  less  restrictive  method  of  limiting 
further  disclosure  of  identifying  infor¬ 
mation  by  the  researcher.  Given  the  ap¬ 
plicability  of  this  alternative,  equally 
effective  means  for  protecting  a  patient 
or  subject  from  the  possibility  of  a 
harmful  public  disclosure,  it  is  imreason- 
able  to  insist  upon  informed  consent  to 
every  review  of  clinical  records  for  the 
purposes  of  conducting  legitimate  re¬ 
search,  particularly  since  such  Insistence 
could  lead  to  the  ultimate  absurdity  of 
prohibiting  efforts  to  identify  the  natuie 
and  som-ce  of  an  unknown  plague  simply 
because  the  patients  or  researcher  lacked 
the  clairvoyance  to  have  consent  forms 
signed  prior  to  the  onset  of  the 
affliction. 

(J)  In  sum,  there  are  restraints  on  cer¬ 
tain  means  of  governmental  acquisition 
of  information  about  individuals  which 
are  operative  irrespective  of  how  the  in¬ 
formation  is  vised,  and  there  are  re¬ 
straints  on  the  uses  of  information 
which  are  independent  of  how  or  by 
whom  it  is  acquired,  but  they  do  not  and 
should  not  add  up  to  the  proposition  that 
the  use  of  information  about  a  person 
is  either  morally  or  legally  the  absolute 
prerogrative  of  that  person  to  determine. 

(k)  For  all  of  these  reasons,  the  au¬ 
thorizing  legislation  expressly  provides 
that  patient  consent  is  not  required  with 
respect  to  disclosures  for  research,  audit, 
and  evaluation,  nor  does  it  prohibit  in¬ 
dividual  patient  identification  in  connec¬ 
tion  with  such  disclosures.  While  it  is 
entirely  appropriate  to  impose  safe¬ 
guards  and  procedures  in  connection 
with  these  activities,  it  would  be  wholly 
inappropriate  to  use  the  rulemaking 
process  to  impose  an  absolute  require¬ 
ment  of  patient  consent  with  respect  to 
activities  which  by  statute  may  be 
conducted  without  it. 

(l)  Classification  of  activities.  It  is 
clear  that  Congress  Intended  a  balancing 
of  the  social  interest  in  the  validity  of 
the  results  of  inquiry,  on  the  one  hand, 
with  the  individual  interest  in  anonym¬ 
ity,  on  the  other,  all  within  the  limits 
set  by  the  legislation  and  the  constitu¬ 
tion.  With  that  objective  in  mind,  we 
may  now  turn  to  the  various  categories 
of  activities  which  come  within  the  pur¬ 
view  of  this  subpart. 

(m)  These  activities  may  be  classified 
first,  in  regard  to  whether  participation 
is  volvmtary  from  the  standpoint  of  the 
program,  and  second,  as  to  whether  the 
objective  is  to  ascertain  compliance  with 
predetermined  standards  (examinations 
as  defined  in  8  2.54,  and  program  evEdua- 
tlon  as  defined  in  6  2.11(g)(1)),  or  to 
ascertain  the  validity  of  a  given  standard 
or  hypothesis  (scientific  research,  and 
program  evaluation  as  defined  in  8  2.11 
(g)  (2) ) .  The  application  of  the  fore¬ 
going  classifications  logically  results  In 


the  creation  of  four  categories  of  activi¬ 
ties.  Three  of  them  are  specifically  dealt 
with  in  the  succeeding  sections  of  this 
subpart  and  need  not  detain  us  here;  the 
fourth  is  discussed  below. 

(n)  Scientific  research  and  evaluation. 
Beyond  the  bare  restatement  of  the  au¬ 
thorizing  legislation  set  forth  in  §  2.52, 
these  regulations  are  deliberately  silent 
with  respect  to  purely  voluntary  scientific 
research  and  program  evaluation  in  the 
sense  defined  in  8  2.11(g)  (2).  Testimony 
and  written  comments  received  on  the 
August  22,  1974  draft  regulations  were 
noteworthy  in  two  respects.  First,  no 
instances  of  abuse  on  the  part  of  persons 
acquiring  patient  identifying  informa¬ 
tion  under  these  circumstances  were 
cited.  Second,  while  there  was  some  well- 
founded  criticism  of  the  attempt  in  that 
draft  to  provide  guidelines  for  determin¬ 
ing  what  is  scientific  research  and  who 
is  qualified  to  do  it,  no  usable  alterna¬ 
tives — indeed,  almost  no  alternatives  at 
all — were  forthcoming. 

(o)  In  one  of  the  written  comments, 
the  writer  cautioned  against  any  assump¬ 
tion  “that  our  major  remaining  problems 
in  drug  and  alcohol  abuse  treatment  are 
prevention  of  illicit  diversion  and  pro¬ 
tection  of  confidentiality,”  and  suggested 
“that  we  still  have  a  problem  in  discover¬ 
ing,  testing  and  evaluating  improved 
treatment  techniques.  To  do  this,”  he 
continued,  “one  should  place  minimal 
obstacles  in  the  way  of  bona  fide  clinical 
and  epidemiologic  research!” 

(p)  The  result  of  leaving  the  rule  as  it 
is  in  the  statute,  without  attempting  to 
sharpen  its  outlines  or  define  its  terms, 
will  be  to  leave  it  for  interpretation  on 
a  case-by-case  basis  by  those  who  must 
apply  it  in  practice:  the  researchers  who 
seek  the  information,  and  the  programs 
which  supply  it.  This  does  not  foreclose 
the  possibility  of  amending  the  regula¬ 
tions  on  the  basis  of  experience  if  it  ap¬ 
pears  either  that  clinicians  are  becoming 
so  cautious  that  research  and  evaluation 
studies  are  being  choked  off,  or  that 
abuses  su'e  occiurlng  in  the  use  of  in¬ 
formation  disclosed.  But  until  a  need  for 
more  detailed  regulation  in  this  area  is 
demonstrated,  we  think  its  imposition 
would  do  more  harm  than  good. 

§  2.53  Covemmental  agencies.^Rules. 

(a)  In  general.  Where  research,  audit, 
or  evaluation  functions  are  performed  by 
or  on  behalf  of  a  State  or  Federal  gov¬ 
ernmental  agency,  the  minimum  quali¬ 
fications  of  personnel  performing  such 
functions  may  be  determined  by  such 
agency,  subject  to  the  provisions  of  this 
part,  with  particular  reference  to  the  or¬ 
ganizational  requirements  and  limita¬ 
tions  on  the  categories  of  records  sub¬ 
ject  to  review  by  different  categories  of 
personneL 

(b)  Financial  and  administrative  rec¬ 
ords.  Where  program  records  are  re¬ 
viewed  by  perscmnel  who  lack  either  the 
responsibility  for,  or  appropriate  training 
and  supervl^on  for,  conducting  scien¬ 
tific  research,  determining  adherence  to 
treatment  standards,  or  evaluating  treat¬ 
ment  as  such,  such  review  should  be  con¬ 
fined  as  far  as  practicable  to  admlnis- 
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trative  and  financial  records.  Under  no 
circumstances  should  such  personnel  be 
shown  caseworker  or  coimsellor  notes,  or 
similar  clinical  records.  Programs  should 
organize  their  records  so  that  finsmcial 
and  administrative  matters  can  be  re¬ 
viewed  without  disclosing  clinical  infor¬ 
mation  and  without  disclosing  patient 
identifying  Information  except  where 
necessary  for  audit  verification. 

(c)  Scientific  research  and  long-term 
evaluation  studies.  No  State  and  no 
agency  or  political  subdivision  of  a 
State  may  require,  as  a  condition  to 
funding,  licensing,  or  otherwise,  that  any 
program  furnish  patient  identifying  in¬ 
formation  for  the  purpose  of  conducting 
scientific  research  or  long-term  evalua¬ 
tion  studies  imless  the  recipient  of  such 
information  is  legally  required  to  hold 
such  information  in  confidence,  is  pro¬ 
hibited  from  taking  any  administrative, 
investigative,  or  other  action  with  re¬ 
spect  to  any  individual  patient  on  the 
basis  of  such  information,  and  is  pro¬ 
hibited  from  identifying,  directly  or  in¬ 
directly,  any  individual  patient  in  any 
report  of  such  research  or  evaluation,  or 
otherwise  disclosing  patient  identities 
in  any  manner. 

(d)  Opinion  and  description  to  be 
furnished  program.  Before  any  patient 
identifying  information  is  required  to  be 
submitted  by  a  program  under  the  cir¬ 
cumstances  described  in  paragraph  (c), 
the  program  shall  be  furnished — 

(1)  An  opinion  by  the  attorney  general 
or  other  cjiief  legal  officer  of  the  State 
to  the  effect  that  the  conditions  specified 
in  paragraph  (c)  are  fulfilled  with  re¬ 
spect  to  such  program  or  with  respect  to 
all  programs  in  such  State  similarly 
situated,  and 

(2)  A  description  of  the  administra¬ 
tive  procedmes  and  physical  limitations 
on  access  or  other  measures  to  provide 
for  the  security  of  the  data,  but  such 
description  shall  not  be  in  such  detail  as 
to  furnish  guidance  for  wrongful  at¬ 
tempts  to  breach  such  security. 

(e)  Exclusiveness  of  procedures.  No 
State  or  local  governmental  agency 
may  require  any  treatment  program  to 
fmnlsh  patient  identlfsrlng  information 
to  Itself  or  any  other  recipient  except  in 
conformity  with  this  section  or  S  2.54. 
No  Federal  agency  may  require  any 
treatment  program  to  furnish  patient 
identifying  information  to  Itself  or  any 
other  recipient  except  in  conformity 
with  this  section  (other  than  paragraph 
(d)  (1)  thereof)  or  $  2.54. 

§  2.53—1  Govemmenlal  agcnrirs. — Banis 
and  purpose. 

Section  2.53  is  an  implementation  of 
the  authority  contained  in  subsection 
(g)  of  the  authorizing  legislation  to  pro¬ 
vide  safeguards  and  procedures  to  effec¬ 
tuate  the  purposes  of  such  legislation. 
It  makes  clear  that  whenever  infor¬ 
mation  4s  required  of  a  program, 
whether  by  law  or  by  the  terms  or  con¬ 
ditions  of  a  (xmtract  or  grant,  the  pro¬ 
cedures  and  safeguards  required  under 
this  section  are  an>llcable. 


§  2.54  Patient  identifying  information 
in  connection  with  examinations.— 
Rules. 

(a)  Definitions.  For  the  purposes  of 
this  section — 

(1)  The  term  “examination”  means 
any  examination  to  which  this  section  is 
made  applicable  by  paragraph  (b)  of  this 
section.  . 

(2)  The  term  “examiner”  means  any 
individual  or  any  public  or  private  or¬ 
ganization,  Including  any  Federal,  State, 
or  local  governmental  agency,  which  con¬ 
ducts  an  examination  to  which  this  sec¬ 
tion  applies. 

(b)  Applicability.  This  section  applies 
to  any  examination  of  the  records  of  a 
treatment  program  which  is  carried  out 
for  the  purpose  of  or  as  aid  to  ascer¬ 
taining  the  accuracy  or  adequacy  of  its 
financial  or  other  records,  or  the  effi¬ 
ciency  or  effectiveness  of  its  financial,  ad¬ 
ministrative,  or  medical  management,  or 
its  adherence  to  financial,  legal,  medical, 
administrative,  or  other  standards,  re¬ 
gardless  of  whether  such  examination 
is  called  an  audit,  an  evaluation,  an  in¬ 
spection,  or  by  any  other  name. 

(c)  Statement  required  for  disclosure 
of  patient  identifying  information  in  con¬ 
nection  with  examination.  No  program 
may  make,  and  no  examiner  may  require, 
any  disclosure  of  patient  identifying  in¬ 
formation  in  connection  with  an  exami¬ 
nation  unless  the  examiner  furnishes  to 
the  program  a  written  statement — 

(1)  that  no  record  of  patient  identify¬ 
ing  information  will  be  made  or  retained 
by  or  on  behalf  of  the  examiner  in  con¬ 
nection  with  the  examination  without 
notice  to  the  program  in  accordance  with 
paragraph  (c)  (2)  of  this  section,  or 

(2)  setting  forth  the  specific  purpose 
for  which  a  record  of  patient  identifying 
information  is  being  retained  by  or  on 
behalf  of  the  examiner,  the  location  at 
which  such  information  will  be  kept,  and 
the  name,  official  title,  address,  and  tele¬ 
phone  number  of  a  responsible  Indlvldusd 
to  whom  any  inquiries  by  the  program 
about  the  disposition  of  such  record 
should  be  directed. 

(d)  Disposition  of  record  of  patient 
identifying  information  in  connection 
with  examination.  Alter  any  record  of 
patient  identifying  Information  retained 
in  connection  with  an  examination  has 
served  its  purpose,  or  within  the  time  pre¬ 
scribed  in  paragraph  (e)  of  this  section, 
whichever  is  earlier,  the  examiner  shall 
destroy  or  return  to  the  program  all  rec¬ 
ords  (including  any  c(H>ies  thereof)  con¬ 
taining  patient  indentifying  information 
which  have  been  in  its  possession  in  con¬ 
nection  with  such  examination. 

(e)  Maximum  time  allowed  for  dispo¬ 
sition.  The  su;tlon  required  by  p>aragraph 

(d)  shall  be  completed — 

(1)  Except  as  provided  in  paragraph 

(e)  (2)  of  this  section  not  more  than  two 
years  after  the  record  was  acquired  by  or 
on  behalf  of  the  examiner,  or 

(2)  Where  the  record  is  needed  in  con¬ 
nection  with  a  formal  legal  proceeding 
against  the  program  commenced  or  to  be 
commenced  not  more  than  two  years 
after  the  record  was  acquired,  and  writ¬ 


ten  notice  to  this  effect  is  furnished  to 
the  program  within  two  years  after  the 
record  was  acquired,  not  later  than  the 
termination  of  such  proceeding. 

(f)  Notice  of  final  disposition.  When 
an  examindi:  disposes  of  records  as  re¬ 
quired  by  paragraph  (d)  of  this  section, 
or  not  later  than  the  time  prescribed 
by  paragraph  (e)  of  this  section,  which¬ 
ever  is  earlier,  the  examiner  shall  furnish 
to  the  program  concerned  a  written 
statement — 

(1)  That  there  has  been  compliance 
with  this  section  and  with  the  provisions 
of  this  part  prohibiting  any  disclosiu*e  of 
patient  identifying  information  from  re¬ 
cords  held  by  auditors  or  evaluators,  or 

(2)  Specifying  the  particulars  in  which 
there  has  been  a  failure  of  compliance. 

§  2.54—1  Patient  identifying  informa¬ 
tion  in  connection  with  examina¬ 
tions.— Basis  and  purpose. 

Confidence  on  the  part  of  treatment 
program  personnel  in  the  integrity  of 
auditing  and  regulatory  processes  is  im¬ 
portant  to  the  effective  functioning  of  the 
treatment  system.  It  is  the  purpose  of 
$2.54  to  foster  practices  which  will  both 
Justify  and  engender  such  confidence. 

§  2.55  Supervision  and  regulation  of 
narcotic  maintenance  and  detoxifica¬ 
tion  programs.— Rules. 

(a)  Definition  of  “registrant”.  For  the 
purposes  of  this  section,  the  term 
“registrant”  means  a  person  who 
(1)  has  pending  an  application  for  regis¬ 
tration  under  section  303(g)  of  the  Con¬ 
trolled  Substances  Act  (21  U.S.C.  823 

(g)),  or  (2)  has  been  registered  under 
such  section  and  whose  registration  has 
not  expired  or  been  surrendered  or  re¬ 
voked. 

(b)  Drug  Enforcement  Administra¬ 
tion.  Duly  authorized  agents  of  the  Drug 
Enforcement  Administration  shall  have 
access  to  the  premises  of  registrants  for 
the  purpose  of  ascertaining  compliance 
(or  ability  to  comply)  with  standards  es¬ 
tablished  by  the  Attorney  General  under 
section  303(g)  (2)  of  the  Controlled  Sub¬ 
stances  Act  (21  U.S.C.  823(g)(2))  re¬ 
specting  the  security  of  stocks  of  narcotic 
drugs  and  the  maintenance  of  records  (in 
accordance  with  section  307  of  the  Con¬ 
trolled  Substances  Act.  21  U.S.C.  827)  on 
such  drugs.  Registrants  shall  maintain 
such  records  separate  from  and  in  addi¬ 
tion  to  patients’  clinical  records  required 
to  be  maintained  under  21  CTR  310.505 
(d)  (7)  (ill),  which  shall  not  be  available 
to  such  agents  except  as  authorized 
under  a  court  order  in  accordance  with 
Subpart  E  of  this  part.  Records  main¬ 
tained  by  registrants  for  the  purposes  of 
section  307  of  the  Controlled  Substances 
Act  (21  U.S.C.  827)  need  not  identify 
patients  by  name,  address,  social  security 
number,  or  otherwise  except  by  an 
identlfsring  niunber  assigned  by  the 
registrant,  but  where  such  a  system  is 
used,  the  registrant  shall  maintain  on  a 
current  basis  a  cross-index  referencing 
each  identifying  number  to  the  name  and 
address  of  tiie  patient  to  whom  it  refers. 
Upon  request  at  any  time  and  wtlhout 
advance  notice,  but  subject  to  the  pro- 
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vislODS  of  §  2.54.  such  agents  shall  be 
granted  immediate  access  to  any  such 
index.  Such  agents  may  use  names  and 
addresses  so  obtained  strictly  for  the  pur¬ 
poses  of  auditing  or  verifying  program 
records,  and  shall  exercise  all  reasonable 
precautions  to  avoid  inadvertent  disclos¬ 
ure  of  patimt  identities  to  third  parties. 
Names  and  other  identifying  information 
so  obtained  may  not  be  compiled  or  used 
in  any  registry  or  personal  data  bank  of 
any  description. 

<c)  Food  and  Drug  Administration. 
Duly  authorized  agents  of  the  Food  and 
Drug  Administration  shall  have  access  to 
the  premises  of  registrants  and  to  all 
records  maintained  by  registrants,  for  the 
purpose  of  ascertaining  compliance  (or 
ability  to  comply)  with  standards  es¬ 
tablished  by  the  Secretary  of  Health. 
Education  and  Welfare  under  section  4 
of  the  Comprehensive  Drug  Abuse  Pre¬ 
vention  and  Control  Act  of  1970  (42 
U.S.C.  257a),  sections  303<g)(l)  and  303 
(g)  (3)  of  the  (Controlled  Substances  Act 
(21  U.S.C.  823(g)(1)  and  823(g)(3)), 
and  sections  505  and  701(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (21 
U.S.C.  355  and  371(a) ).  When  necessary 
in  the  conduct  of  their  duties,  and  sub¬ 
ject  to  the  provisions  of  S2.54,  agents 
may  use  names  and  address^  of  patients 
strictly  for  the  purposes  of  auditing  or 
verifying  program  records,  and  shall  ex¬ 
ercise  all  reasonable  precautions  to  avoid 
inadvertent  disclosure  of  patient  identi¬ 
ties  to  third  parties.  Names  and  other 
identifying  information  on  patients  ob¬ 
tained  pursimnt  to  this  section  or  by  any 
other  compulsory  process  may  not  be 
compiled  or  used  in  any  registry  or  per¬ 
sonal  data  bank  of  any  description.  Ex¬ 
cept  as  authorized  under  this  paragraph 
or  by  a  court  order  granted  under  Sub¬ 
part  E  of  this  part,  (1)  such  agents  may 
not,  either  orally  or  in  writing,  except 
in  conversation  with  personnel  of  the 
registrant  while  on  the  premises  of  the 
registrant,  identify  any  patient  otherwise 
than  by  reference  to  an  identifying  num¬ 
ber  assigned  by  the  registrant,  and  (2) 
such  agents  may  not  remove  from  the 
premises  of  the  registrant  any  notes, 
documents,  or  copies  thereof  which  con¬ 
tain  patient  identifying  information. 

(d)  State  drug  law  enforcement  agen¬ 
cies.  E)uly  authorized  agents  of  any  State 
drug  law  enforcement  agency  having 
jurisdiction  and  specific  responsibility 
by  statute  or  other^e  for  the  enforce¬ 
ment  of  criminal  laws  relating  to  con¬ 
trolled  substances  (as  defined  in  the 
(Controlled  Substances  Act)  shall  have 
access  to  the  premises  of  any  registrant 
for  the  purposes  (with  respect  to  cor¬ 
responding  provisions,  if  any,  of  State 
law)  and  subject  to  the  restrictions  and 
limitations  srt  forth  in  paragraph  (b) 
of  this  section,  and  subject  to  §  2.54. 

(e)  State  hmlth  authorities. 

(1)  Definition  of  "qualified  State 
health  agency".  As  used  in  this  para¬ 
graph.  the  term  “qualified  State  health 
agency"  means  an  agency  of  State  gov¬ 
ernment  (i)  which  has  express  legal 
responsibility  to  ascertain  that  regis¬ 
trants  under  its  Jurisdictkm  oonmly  with 
appropriate  treatment  standards;  (il) 


which  is  legally  and  adminlstratlvdy 
separate  from  any  agency  of  State  gov¬ 
ernment  responsible  for  investigation  of 
violations  of,  or  enforcement  of,  criminal 
law  generally  or  criminal  laws  relating 
to  controlled  substances;  (ill)  whose 
fiersonnel  are  qualified  by  training  or 
experience  to  conduct  inspections  of 
health  care  facilities  to  ascertain  com¬ 
pliance  with  treatment  standards;  and 
(iv)  whose  personnel  are  by  State  law, 
or  by  published  administrative  directive 
enforced  by  effective  sanctions,  required 
to  maintain  the  confidentiality  of  any 
information  concerning  the  Identity  of 
patients  which  they  may  acquire  in  the 
course  of  their  official  duties. 

(2)  Access.  Duly  authorized  agents  of 
a  qualified  State  health  agency  shall 
have  access  to  the  premises  of  registrants 
and  to  all  records  maintained  by  regis¬ 
trants,  for  the  purpose  of  ascertaining 
compliance  (or  ability  to  comply)  with 
treatment  standards  (including  those 
relating  to  quantities  of  narcotic  drugs 
which  may  be  provided  for  unsupervised 
use  by  Individuals  in  treatment)  estab¬ 
lished  under  State  law.  Such  access,  and 
the  use  of  any  information  thereby  ob¬ 
tained,  shall  be  subject  to  the  restric¬ 
tions  and  limitations  set  forth  in  para¬ 
graph  (c)  of  this  section,  and  subject 
to  §  2.54. 

§  2.55—1  .^uprr^ision  and  regulation  of 
narcotH'  maintenance  and  detoxifica¬ 
tion  programs.— ^asis  and  purpose. 

(a)  Section  2.55  is  addressed  to  the 
general  problem  described  in  the  follow¬ 
ing  passage  from  the  legislative  history 
of  Pub.  L.  93-282: 

A  major  element  of  the  task  of  fashioning 
new  regulations  pursuant  to  the  express 
rulemaking  authority  conferred  by  this  leg¬ 
islation  will  be  to  reconcile  the  sometimes 
conflicting  interests  of  research,  audit,  and 
evaluation  with  rights  of  privacy  and  the 
confidentiality  of  the  relationship  between 
patient  and  clinician.  Such  a  reconciliation 
becomes  particularly  crucial  where  the  func¬ 
tions  of  research,  audit,  or  evaluation  are 
conducted  by  a  governmental  agency  with 
regulatory  powers  and  responsibility,  and 
the  treatment  Involves  the  use  of  a  drug 
such  as  methadone  which  is  In  a  research 
status  or  which  is  readily  susceptible  of  mis¬ 
use  or  illicit  diversion. 

Because  of  the  dUBctaty  and  complexity 
of  the  task,  the  rulemaking  authority  Is  in¬ 
tentionally  cast  in  terms  brocKl  enough  to 
permit  the  limitation  of  the  scope,  content, 
or  circumstances  of  any  disclosure  under 
subsection  (b),  whether  (b)(1)  or  (b)(2). 
in  the  light  of  the  necessary  purposes  for 
which  It  Is  made  or  required.  (Congressional 
Record,  daily  edition.  May  6,  1974,  page 
H3563). 

(b)  It  has  been  the  consistent  inter¬ 
pretation  of  the  Special  Action  Office 
for  Drug  Abuse  Prevention  that  the  only 
provision  of  the  authorizing  legislation 
which  permits  disclosures  to  compliance 
officers,  whether  of  DEIA,  FDA.  or  state 
agencies,  is  subsection  (b)(2)(B).  That 
subsection  strictly  prohibits  any  further 
disclosure  of  names  or  other  identifying 
Information  oonoemlng  patients,  axKl  the 
statutory  prohlbitioa  has  been  but¬ 
tressed  by  provisions  of  these  regula¬ 
tions.  notably  §  2.54,  providing  safe¬ 


guards  and  procedures  to  assure  that  the 
statutory  prohibition  is  respected. 

(c)  In  testimony  and  written  com¬ 
ment  on  the  August  22,  1974  draft  of 
these  regulations,  it  has  been  urged  that 
access  to  patient  identifying  information 
by  law  enforcement  personnel,  even  for 
the  limited  purposes  allowed  by  statute 
and  regulation,  should  be  prohibited  ex¬ 
cept  pursuant  to  a  court  order  obtained 
under  21  UB.C.  1175(b)(2)(C).  We 
believe  that  such  a  prohibition  is 
beyond  our  power  to  impose. 

(d)  Section  307(b)  of  the  Controlled 
Substances  Act  (21  U.S.C.  827)  provides, 
in  pertinent  part,  “Every  *  •  •  record 
required  imder  this  section  •  *  •  shall 
be  kept  and  be  available,  for  at  least  two 
years,  for  inspection  and  copying  by 
officers  or  employees  of  the  United  States 
authorized  by  the  Attorney  General.”  It 
is  a  well  known  principle  of  statutory 
construction  that  amendments  and  re¬ 
peals  by  implication  are  not  favored.  In 
People  V.  Newman.  32  N.Y.2d  379,  345 
N.Y.S.2d  502,  298  N.E.2d  651  (1973), 
cert,  denied  414  U.S.  1163,  94  S.Ct.  927, 
39L.  Ed.  2d  116  (1974),  the  United  States 
filed  amicus  briefs  with  the  Court  of  Ap¬ 
peals  of  New  York  and  with  the  United 
States  Supreme  Court,  arguing  that  sec¬ 
tion  408  of  Pub.  L.  92-255  (21  U.S.C. 
1175)  did  not  effect  an  implied  amend¬ 
ment  or  repeal  of  the  provisions  of  Pub. 
L.  91-513  (21  U.S.C.  872(c)  and  42  U.S.C. 
242a (a) )  which  confer  on  the  Attorney 
General  and  the  Secretary  of  Health, 
Education,  and  Welfare  the  power  to 
grant  the  so-called  research  privilege 
discussed  in  §  2.24.  This  position  was 
expressly  adopted  by  the  New  York 
court.  We  cannot  now  take  the  Incon¬ 
sistent  position  that  section  408  of  Pub. 
L.  92-255  did  indeed  amend  by  implica¬ 
tion  section  307  of  Pub.  L.  91-513,  par¬ 
ticularly  in  the  face  of  a  contrary  con¬ 
temporaneous  admlnist-ative  interpreta¬ 
tion  by  both  the  Special  Action  Office 
for  Drug  Abuse  Prevention  and  the  De¬ 
partment  of  Justice.  In  short,  if  the  right 
of  access  and  copying  conferred  on  Fed¬ 
eral  agents  by  21  U.S.C.  827  js  to  be 
amended  to  provide  that  it  may  only 
be  exercised  pursuant  to  a  court  order 
in  the  case  of  maintenance  and  de¬ 
toxification  programs,  that  is  a  change 
which  must  be  wrought  by  the  Congress. 

(e)  In  the  case  of  Inspections  carried 
out  by  health  supervisory  agencies,  we 
think  that  denial  of  access  to  any  docu¬ 
ments  showing  patient  identifying  in¬ 
formation  may  have  a  serious  adverse 
effect  on  the  validity  of  the  inspection 
process.  Even  if  a  program  keeps  its  own 
records  in  terms  of  patient-identifying 
numbers  assigned  by  the  program,  the 
patient  file  may  contain — may.  Indeed, 
be  required  to  contain — documents 
signed  by  the  patient  or  originating  out¬ 
side  the  program.  Where  signatures, 
names,  aixi  addresses  are  all  obliterated, 
it  is  impossible  for  the  inspector  to  check 
the  file  even  for  apparent  internal  con¬ 
sistency.  We  believe  that  outright  for¬ 
gery  is  and  will  remain  a  rarity,  but  the 
temptation  to  cover  Improper  or  inade¬ 
quate  documentation  by  "accidental 
misfilings”  may  be  something  tise 
again. 


KUeRAL  tEdSTM,  VOL  40,  NO.  127 — TUESDAY,  JULY  I,  I07S 


RULES  AND  REGULATIONS 


27819 


(f)  From  a  legal  standpoint,  the  term 
“audit"  has  long  comprehended  the 
notion  of  external  verification.  In  a 
commercial  setting,  this  means  that  at 
least  some  inventory  will  actually  be 
counted,  at  least  some  receivables  will  be 
verified  by  contacting  the  customers, 
and  so  on.  To  rule  that  this  crucial 
aspect  of  the  audit  process  cannot  be 
carried  out  with  respect  to  a  treatment 
program  until  after  the  auditor  goes 
through  the  procedure  of  obtaining  a 
specific  court  order  under  subsection 
(b)  (2)  (C)  would  seem  to  contravene  the 
intent  of  subsection  (b)  (2)  (B) . 

(g)  In  all  of  this,  our  decisions  must 
be  illuminated  by  a  balanced  considera¬ 
tion  of  the  best  interests  of  the  patient 
no  less  than  a  desire  to  foster  the  im¬ 
plementation  of  cherished  values  in 
society  at  large.  If  protection  of  the 
patient’s  right  to  privacy  is  achieved  by 
means  which  seriously  impair  our  ability 
to  protect  him  from  exploitation  and 
malpractice,  not  to  mention  the  diversion 
of  fimds  intended  for  his  benefit,  it 
would  be  a  hollow  victory  indeed.  We 
believe  that  the  procedures  and  safe¬ 
guards  which  these  regulations  impose 
on  the  conduct  of  audits  and  evaluations 
will  avoid  that  result,  while  affording 
substantial  and  meaningful  new  protec¬ 
tion  to  the  confidentiality  of  patient 
records. 

§  2.56  Prohibition  on  disclosure  of  pa¬ 
tient  identities  from  research,  audit, 
or  evaluation  records— -Rules. 

Where  the  content  of  patient  records 
has  been  disclosed  pursuant  to  this  sub¬ 
part  for  the  purpose  of  conducting  scien¬ 
tific  research,  management  audits,  finan¬ 
cial  audits,  or  program  evaluation. 
Information  contained  therein  which 
would  directly  or  indirectly  identify  any 
patient  may  not  be  disclosed  by  the  re¬ 
cipient  thereof  either  voluntarily  or  In 
response  to  any  legal  process  whether 
Federal  or  State.  'This  prohibition  does 
not  affect  the  accessibility  of  the  original 
records  under  authority  of  a  court  order 
referred  to  in  subpart  E. 

§  2.56—1  Prohibition  on  disclosure  of 
patient  identities  from  research, 
audit,  or  evaluation  records— Basis 
and  purpose. 

Section  2.56  restates  the  prohibition  on 
further  disclosure  which  is  contained  in 
subsection  (b)  (2)  (B)  of  the  authorizing 
legislation.  The  relationship  of  the  pro¬ 
visions  authorizing  court  orders  to  the 
provisions  authorizing  disclosure  for  re¬ 
search,  audit,  and  evaluation,  is  dealt 
with  in  I  2.62. 

Subpart  E — Court  Orders 
§  2.61  Legal  effect  of  order— Rules. 

Subsection  (b)  (2)  (C)  of  the  sections 
which  authorize  this  part  (21  n.S.C.  1175 
and  42  U.S.C.  4582)  empowers  the  comts,' 
in  appn^rlate  circumstances,  to  author¬ 
ize  dl^losures  which  would  otherwise  be 
prohibited  by  subsection  (a)  of  those 
sections.  Subsection  (b)  (2)  (C)  operates 
only  as  a  mechanism  for  the  relief  of  the 
duty  imposed  by  subsection  (a)  and  not 
as  an  affirmative  grant  of  Jurisdiction  to 


authorize  or  compel  disclosures  pro¬ 
hibited  or  privileged  by  other  provisions 
of  law,  whether  Federal  or  State.  An 
order  or  provision  of  an  order  based  on 
some  other  authority,  or  a  subpoena,  or 
other  appropriate  legral  process,  is  re¬ 
quired  to  compel  disclosure.  To  illustrate, 
if  a  person  who  maintains  records  sub¬ 
ject  to  this  part  is  merely  requested,  or 
is  even  served  with  a  subpoena,  to  dis¬ 
close  information  contained  therein  in  a 
manner  prohibited  in  the  absence  of  a 
coiut  order,  he  must  refuse  such  a  re¬ 
quest  unless,  and  until,  an  order  is  issued 
imder  subsection  (b)  (2)  (C) .  Such'  an 
order  would  remove  the  prohibition,  but 
could  not,  of  its  own  force,  require  dis- 
closiue.  If  there  were  no  subpoena  or 
other  compulsory  process,  or  a  subpoena 
had  been  issued  but  had  expired  or  been 
quashed,  the  custodian  of  the  records 
would  have  discretion  as  to  whether  to 
disclose  the  Information  sought  unless 
and  until  disclosure  were  ordered  by 
means  of  appropriate  legal  or  adminis¬ 
trative  process,  the  authority  for  which 
would  have  to  be  found  in  some  source 
other  than  subsection  (b)  (2)  (C)  of  the 
sections  authorizing  this  part. 

§  2.61—1  Legal  effect  of  order— Basis 
and  purpose. 

(a)  Section  2.61  is  a  restatement  of 
the  interpretative  rules  embodied  in 
§§  1401.61  and  1401.62  of  the  pre¬ 
vious  regulations.  Both  the  position¬ 
ing  of  the  authority  to  issue  court  orders 
in  S.  2097  as  initially  passed  by  the  Senate 
(92nd  Congress,  1st  Session,  December  2, 
1971)  and  the  explicit  cross-reference  in 
section  408(a)  of  Pub.  L.  92-255  make 
clear  the  congressional  intent  that  sec¬ 
tion  408(b)  (2)  (C)  operate  as  a  mecha¬ 
nism  for  the  relief  of  the  408(a).  stric¬ 
tures  and  not  as  an  affirmative  grant  of 
Jurisdiction  to  authorize  disclosures  pro¬ 
hibited  by  other  provisions  of  law, 
whether  Federal  or  State. 

(b)  The  amendment  made  by  Pub.  L. 
93-282  to  section  333  of  the  Alcoholism 
Act  (42  UB.C.  4582)  was  enacted  with 
the  same  language  and  structure  as  sec¬ 
tion  408  in  this  regard  in  order  to  make 
the  interpretative  rules  set  forth  in  S  2.61 
applicable  to  it. 

§  2.62  Inapplicability  to  secondary  rec> 
ords — Rules. 

The  authority  which  subsection 
(b)  (2)  (C)  of  the  sections  which  author¬ 
ize  this  part  (21  U.S.C.  1175  and  42  UJ3.C. 
4582)  confers  on  coiuiis  to  issue  orders 
authorizing  the  disclosure  of  records  ap¬ 
plies  only  to  records  referred  to  in  sub¬ 
section  (a)  of  such  sections,  that  is,  the 
records  maintained  by  treatment  or  re¬ 
search  programs  which  have  patients, 
and  not  to  secondary  records  generated 
by  the  disclosure  of  the  subsection  (a) 
records  to  researchers,  auditors,  or  eval¬ 
uators  pursuant  to  subsection  (b)  (2)  (B) . 

§  2.62—1  Inapplicability  to  secondary 
records— Basis  and  purpose. 

(a)  The  interpretative  rule  set  forth 
in  8  2.62  is  an  essential  and  basic  limita¬ 
tion  on  the  scope  of  (b)  (2)  (C)  orders. 
It  was  part  of  the  original  regulations 
under  section  408  of  Pub.  L.  92-255  pub¬ 


lished  November  17,  1972  (37  FR  24638) , 
and  was  carried  forward  unchanged  in 
the  amended  regulations  published  De¬ 
cember  6,  1973  (38  FR  33748) ,  the  special 
status  of  which  has  already  been  noted 
in  8  2.3.  See,  also,  §  2.61-1. 

(b)  Although  this  rule  is  well  sup¬ 
ported  by  the  history  and  technical 
structure  of  the  legislation,  the  poliev 
considerations  in  its  favor  are  even  more 
compelling.  In  §  2.52-1,  we  have  dis¬ 
cussed  the  urgent  necessity  for  access, 
even  without  patient  consent,  to  patient 
records  on  the  part  of  qualified  person¬ 
nel  engaged  in  scientific  research  and 
evaluation.  Where  this  access  Includes 
patient  identifying  information,'  as  it 
sometimes  must  if  vital  work  is  to  be 
done,  there  must  not  be  any  question 
whatsoever  about  the  legal  Inviolability 
of  its  confidential  status  in  the  hands 
of  the  researcher.  Granted,  there  may 
occur  rare  occasions  when  the  original 
records  are  for  some  reason  not  avail¬ 
able,  where  a  (b)  (2)  (C)  order  would  lie 
as  to  the  original  records,  and  where 
there  would  seem  to  be  some  advantage 
in  the  administration  of  Justice  for  such 
an  order  to  permit  disclosure  of  identi¬ 
fying  information  by  the  researcher.  But 
compared  to  the  damage  which  the  mere 
potentiality  for  access  does  to  the  whole 
research  enterprise,  the  advantage  in 
terms  of  ability  to  deal  with  rare  and 
anomalous  cases  seems  almost  trivial. 
Even  in  those  cases,  denial  of  access  to 
the  party  seeking  the  information  leaves 
him  in  no  worse  position  than  if  the  re¬ 
search  or  evaluation,  which  was  cer¬ 
tainly  not  undertaken  for  his  benefit,  had 
never  been  done  at  all. 

(c)  Where  the  secondary  records  are 
generated  under  the  circumstances  de¬ 
scribed  in  §  2.54,  of  course,  this  argu¬ 
ment  does  not  apply.  In  that  situation, 
if  preliminary  examination  suggests  that 
the  records  may  be  needed  for  compli¬ 
ance  or  other  administrative  or  Judicial 
proceedings,  the  ^person  conducting  the 
audit  or  other  examination  should 
promptly  seek  the  authority  of  a  court 
order  to  copy  the  original  records.  The 
use  of  secondary  records  thus  generated 
tmder  authority  of  a  court  order  would 
then  be  limited  by  the  terms  and  pur¬ 
poses  of  the  order,  rather  than  suteec- 
tlon  (b)  (2)  (B)  of  the  authorizing  legis¬ 
lation,  and  thus  the  rule  set  forth  in 
§  2.62  would  not  apply. 

§  2.63  Limitation  to  objective  data — 
Rules. 

(a)  Limitation  to  objective  data.  Ex¬ 
cept  as  provided  in  paragraph  (b)  of  this 
section,  the  scope  of  an  order  issued  pur¬ 
suant  to  this  subpart  may  not  extend  to 
commimicatlons  by  a  patient  to  person¬ 
nel  of  the  program,  but  shall  be  limited 
to  the  facts  or  dates  of  enrollment,  dis¬ 
charge,  attendance,  medication,  and 
similar  objective  data,  and  may  Include 
only  such  objective  data  as  is  necessary 
to  fulfill  the  purposes  for  which  the  order 
is  issued. 

(b)  Exception.  When  a  patient  in 
litigation  offers  testimony  or  other  evi¬ 
dence  pertaining  to  the  content  of  his 
commimicatlons  with  a  program,  an 
order  under  this  subpart  may  authorize 
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the  submission  of  testimony  or  other 
evidence  by  the  program  or  its  per- 
Ecmnel. 

§  2.6S— 1  Limitation  to  objective  data.— 
lia!>i»<  and  purpose. 

In  the  three-year  period  subsequent 
to  the  original  enactment  of  21  U.S.C. 
1175,  not  a  single  occasion  was  reported 
to  the  Special  Action  Office  for  Drug 
Abuse  Prevention  on  which  an  attempt 
was  made  to  secure  a  (b)  (2)  (C)  order 
authorizing  the  disclosure  of  a  confi¬ 
dential  communication  by  a  patient  to 
a  counsellor  or  other  member  of  the  staff 
of  a  treatment  program.  In  all  of  the 
comments  and  testimony  received  on  the 
draft  regulations  published  August  22, 
1074,  there  was  nothing  to  suggest  any 
circumstances  under  which  a  court  order 
authorizing  such  a  disclosure  would  be 
either  desirable  or  appropriate.  Yet  the 
mere  possibility  that  such  an  order  might 
be  issued  is  to  some  a  source  of  anxiety 
which  impairs  the  effectiveness  of  treat¬ 
ment.  Such  an  ongoing  negative  effect 
cleaxly  outweighs  the  remote  theoretical 
possibility  that  scune  peculiar  circum¬ 
stance  might  arise  in  which  judicial  au¬ 
thorization  for  such  a  disclosure  might 
be  sought.  Accordingly,  the  limitation 
impesed  by  §  2.63  on  the  scope  of  (b)  (2) 
(C)  orders  to  preclude  that  possibility, 
and  hence  to  eliminate  its  adverse  in¬ 
fluence  on  treatment  services,  appears 
to  be  a  proper  exercise  of  rulemaking 
power. 

§  2.64  Procedures  aiul  criteria  in  gen- 
crul — Rules. 

(a)  Identity  of  patient.  Applications 
lor  court  orders  to  authorize  disclosure 
of  records  pertaining  to  a  known  patient 
shall  not  use  the  real  name  of  the  patient 
unless  the  patient  consents  thereto 
voluntarily  and  intelligently.  In  the  case 
of  an  ex  parte  application  initiated  by 
the  patient,  the  application  should  be 
instituted  in  the  name  of  a  fictions  per¬ 
son,  such  as  Jon  Doe,  unleas  the  patient 
requests  otherwise,  llie  same  procedure 
should  be  followed  in  the  case  of  a  sepa¬ 
rate  proceeding  held  in  conjunction  with 
a  pending  criminal  or  civil  action.  Any 
court  order  should  identify  the  patient 
fictitiously,  and  the  disclosure  of  the 
patient's  real  name  should  be  communi¬ 
cated  to  the  program  in  such  manner  as 
to  protect  the  confidentiality  of  the  pa¬ 
tient’s  identity. 

(b)  Notice.  In  any  proceeding  not 
otherwise  provided  for  in  this  subpart, 
in  which  the  patient  or  the  program  has 
not  been  made  a  party,  each  shall  be 
given  appropriate  notice  and  an  oppor¬ 
tunity  to  appear  in  person  or  to  file  a 
responsive  statement,  deposition  or  other 
form  of  response  consistent  with  local 
rules  of  procedure.  The  court  shall  give 
due  consideration  to  any  such  statement, 
deposition  or  other  response  in  exercis¬ 
ing  its  discretion  as  to  the  existence  of 
good  cause  and.  If  deemed  necessary  or 
desirable,  consistent  with  local  rules  of 
procedure,  it  may  order  the  program  di¬ 
rector  to  appear  and  give  direct  testi¬ 
mony. 

(c)  Hearings.  All  bearings  and  all  evl- 
denoe  in  connection  therewith  shall  be 


held  or  taken  in  the  Judge’s  chambers, 
uiUess  the  patient  requests  an  open  hear¬ 
ing  or  the  coiut  determines  that  such 
hearing  is  consistent  with  the  piibllc  in¬ 
terest  and  the  proper  administration  of 
justice. 

(d)  Good  cause.  No  order  shall  be  is¬ 
sued  unless  the  record  shows  that  good 
cause  exists,  and  in  assessing  good  cause, 
the  court  shall  weigh  the  public  interest 
and  the  need  for  disclosure  against  the 
injury  to  the  patient,  to  the  physician- 
patient  relationship,  and  to  the  treat¬ 
ment  services. 

(e)  Need  for  disclosure.  If  other  com¬ 
petent  evidence  or  sources  of  information 
are  available,  the  court  should  ordinarily 
deny  the  application. 

(f )  Adverse  effects.  If  there  is  evidence 
that  disclosure  would  have  an  adverse 
effect  upon  successful  treatment  or  re¬ 
habilitation  of  the  patient  or  would  im¬ 
pair  tlie  effectiveness  of  the  program,  or 
other  programs  similarly  situated,  in  the 
treatment  or  rehabilitation  of  other  pa¬ 
tients,  the  application  should  be  denied 
unless  the  court  finds  that  the  adverse 
effects  are  outweighed  by  other  factors. 

fg>  Content  of  order.  Any  order  au¬ 
thorizing  disclosure  shall — 

(1)  Limit  disclosure  to  those  parts  of 
the  patient’s  record  deemed  essential  to 
fulfill  the  objective  for  which  the  order 
was  granted: 

(2)  Limit  disclosure  to  those  persons 
whose  need  for  information  is  the  basis 
for  the  order:  and 

(3)  Include  any  other  appropriate 
measures  to  keep  disclosure  to  a  mini¬ 
mum  for  the  protection  of  the  patient, 
the  physician-patient  relationship  and 
the  treatment  services. 

(h)  Applications  not  otherwise  pro¬ 
vided  for.  In  any  case  not  otherwise  pro¬ 
vided  for  in  this  subpart,  application  for 
an  order  authorizing  disclosure  of  rec¬ 
ords  to  which  this  part  applies  may  be 
made  by  any  person  who  has  a  legally 
cognizable  interest  in  obtaining  such  dis¬ 
closure. 

§  2.61—1  Prorpdurps  and  criteria  in  gen¬ 
eral. — Ra<>iH  and  purpo.<(c. 

Section  2.64,  in  accordance  with  sub¬ 
section  (g)  of  the  authorizing  legislation, 
sets  out  procedures  and  criteria  for  the 
issuance  of  (b)  (2)  (C)  orders  in  general, 
subject  to  the  more  specific  provisions 
with  respect  to  particular  types  of  pro¬ 
ceedings  covered  in  the  succeeding  sec¬ 
tions  of  this  subpart. 

§  2.65  Investigation  and  prosecution  of 
patients. — Rules. 

(a)  Applicability.  This  section  applies 
to  any  application  by  an  investigative, 
law  enforcement,  or  prosecutorial  agency 
for  an  order  to  permit  disclosure  of  pa¬ 
tient  records  for  the  purpose  of  conduct¬ 
ing  an  investigation  or  prosecution  of  an 
individual  who  is,  or  who  is  believed  to 
be,  a  present  or  former  patient  in  a 
program. 

(b)  Notice.  Except  where  an  order 
under  §  2.66  is  sou^t  in  conjunction 
aith  an  order  under  this  section,  any 
program  with  respect  to  whose  records 
an  order  is  sought  under  this  section 
shall  be  notified  of  the  application  and 


afforded  an  opportunity  to  appear  and 
be  heard  thereon. 

(c)  Criteria.  A  court  may  authorize 
disclosure  of  records  pertaining  to  a 
patient  for  the  purpose  of  conducting 
an  investigation  of  or  a  prosecution  for 
a  crime  of  which  the  patient  is  susi>ected 
only  if  the  court  finds  that  all  of  the 
following  criteria  are  met: 

(1)  The  crime  was  extremely  serious, 
such  as  one  involving  kidnapping,  homi¬ 
cide,  assault  with  a  deadly  weapon,  armed 
robbery,  rape,  or  other  acts  causing  or 
directly  threatening  loss  of  life  or  seri¬ 
ous  bodily  injury,  or  was  believed  to  have 
been  committed  on  the  premises  of  the 
program  or  against  personnel  of  the  pro¬ 
gram. 

(2)  There  is  a  reasonable  likelihood 
that  the  records  in  question  will  disclose 
material  information  or  evidence  of  sub- 
tantial  value  in  connection  with  the  in¬ 
vestigation  or  prosecution. 

(.3)  There  is  no  other  practicable  way 
of  obtaining  the  information  or  evidence. 

(4)  The  actual  or  potential  injury  to 
the  physician-patient  relationship  in  the 
program  affected  and  in  other  programs 
similarly  situated,  and  the  actual  or 
potential  harm  to  the  ability  of  such  pro¬ 
grams  to  attract  and  retain  patients,  is 
outweighed  by  the  public  inteiaest  in  au¬ 
thorizing  the  disclosure  sought. 

(d)  Scope.  Both  disclosure  and  dis¬ 
semination  of  any  information  from  the 
records  in  question  shall  be  limited  under 
the  terms  of  the  order  to  assure  that  no 
information  vill  be  unnecessarily  dis¬ 
closed  and  that  dissemination  will  be  no 
wider  than  necessary.  Under  no  circiun- 
stances  may  an  order  under  this  section 
authorize  a  program  to  turn  over  patient 
records  in  general,  pursuant  to  a  sub¬ 
poena  or  otherwise,  to  a  grand  jury  or 
a  law  enforcement,  investigative,  or  pro¬ 
secutorial  agency. 

(e)  Counsel.  Any  application  to  which 
this  section  applies  shall  be  denied  unless 
the  court  makes  an  explicit  finding  to 
the  effect  that  the  program  has  been  af¬ 
forded  the  opportunity  to  be  represented 
by  counsel  independent  of  counsel  for 
the  applicant,  and  in  the  case  of  any 
program  operated  by  any  department  or 
agency  of  Federal,  State,  or  local  Gov¬ 
ernment,  is  in  fact  so  represented. 

§  2.65—1  Investigation  and  prose<'Ulion 
of  patients — Basis  and  purpose. 

(a)  The  need  for  objective  criteria  for 
the  issuance  of  court  orders  in  connec¬ 
tion  with  investigation  or  prosecution  of 
patients  seems  particularly  pressing.  In 
tlie  absence  of  such  criteria,  the  assur¬ 
ance  of  confidentiality  otherwise  pro¬ 
vided  for  by  the  authorizing  legislation 
may  be  felt  to  be  of  little  value. 

(b)  It  has  not  been  found  possible  to 
frame  entirely  satisfactory  rules  for  the 
scope  of  orders  under  §  2.65,  but  an  illus¬ 
tration  may  be  helpful.  Where  a  witness 
to  a  crime  is  believed  capable  of  identify¬ 
ing  a  suspect  by  appearance,  and  the  cri¬ 
teria  set  forth  in  §  2.65(c)  are  met,  and 
the  program  has  photographs  of  its  pa¬ 
tients,  the  witness  alone  may  be  permit¬ 
ted  to  view  the  photographs,  with  no 
names  attached.  If  fiK  witness  failed  to 
identify  any  photograph  as  being  a  pic- 


FCOMAL  IBGISTEIt,  VOL  40,  NO.  127 — TUESDAY,  JULY  1,  1975 


RULES  AND  REGULATIONS 


27821 


ture  of  the  suspect,  that  would  end  the 
matter.  If  there  was  such  an  Identifica¬ 
tion,  the  program  would  be  authorized 
to  give  any  information  in  its  possession 
as  to  the  suspect’s  identity  and  where¬ 
abouts  to  ac^ropriate  authorities. 

(c)  It  is  not  ^e  purpose  of  this  section 
to  substitute  a  mechanical  formula  for 
Judicial  discretion,  but  rather  to  provide 
criteria  which  define  the  area  within 
which  discretion  is  to  be  exercised.  The 
reason  for  including  all  crimes  commit¬ 
ted  on  program  premises  or  against  pro¬ 
gram  personnel  is  not  any  special  solici¬ 
tude  for  programs  as  opposed  to  other 
victims  of  crime,  but  is  rather  the  re¬ 
sult  of  the  sp>eci^  difQculties  which  the 
broad  definition  of  “records”  in  S  2.11(0) 
creates  for  program  personnel  as  com¬ 
plaining  witnesses. 

(d)  In  regard  to  §  2.65(e),  experience 
has  demonstrated  that  independent 
coimsel  may  be  of  crucial  importance. 
The  leading  case  construing  21  U.S.C. 
1175,  People  v.  Newman,  32  N.Y.2d  379, 
345  N.Y.S.2d  502,  298  N.E.2d  651  (1973) ; 
certiorari  denied,  414  U.S.  1163,  94  S.Ct. 
927,  39  L.  Ed.2d  116  (1974),  would  never 
have  been  presented  to  the  courts  but  for 
the  fact  that  legal  cotmsel  for  Dr.  New¬ 
man  was  furnished  on  a  pro  bono  publico 
basis  by  a  private  law  firm.  In  an  entirely 
different  case,  a  United  States  District 
Court  appears  to  have  issued  a  wholly  in¬ 
appropriate  order  under  21  U.S.C.  1175  in 
a  case  in  which  the  treatment  program 
Involved  was  operated  by  an  agency  of 
the  united  States  Clovernment,  and 
either  was  unrepresented,  or  was  repre¬ 
sented  by  the  same  attorney  who  repre¬ 
sented  the  agency  seeking  the  order.  It  is 
possible,  of  course,  that  the  order  would 
have  been  issued  in  any  event,  but  it 
seems  clear  that  there  was  no  adequate 
presentation  to  the  court  of  arguments  or 
testimony  in  opposition.  It  is  difBcult  to 
see  how  the  purposes  of  subsection  (b) 
(2)  (C)  of  the  authorizing  legislation  can 
be  ccuTied  out  if  there  is  inadequate  pres¬ 
entation  of  the  issues  to  the  courts  which 
must  decide  them. 

§  2.66  Investigation  and  prosecution  of 
programs.— Rules. 

(a)  Applicability.  This  section  applies 
to  any  application  by  an  administrative, 
regulatory,  supervisory,  investigative,  law 
enforcement,  or  prosecutorial  agency  for 
an  order  to  permit  disclosure  of  patient 
records  or  the  making  of  copies  thereof 
(including  patient  identifying  informa¬ 
tion)  for  the  purpose  of  conducting  an 
investigation  or  an  administrative  or  Ju¬ 
dicial  proceeding  with  respect  to  any 
program  or  any  principal,  agent,  or  em¬ 
ployee  thereof  in  his  capacity  as  such. 

(b)  Notice.  An  application  under  this 
section  may.  in  the  discretion  of  the 
court,  be  granted  without  notice,  but 
upon  the  implementation  of  any  order  so 
granted,  the  program  shall  be  afforded 
an  oi4>ortunlty  to  seek  the  revocation  or 
amendment  of  such  order. 

(c)  Scope.  Both  disclosure  and  dis¬ 
semination  of  any  Information  from  the 


records  in  question  shall  be  limited  imder 
the  terms  of  the  order  to  assure  that 
patient  Identities  will  be  protected  to  the 
maximum  practicable  extent,  and  that 
names  and  other  identifying  characteris¬ 
tics  of  patients  are  expimged  from  any 
documents  placed  in  any  public  record. 
No  information  obtained  pursuant  to  an 
order  under  this  section  may  be  used  to 
conduct  any  investigation  or  prosecution 
of  a  patient,  or  be  used  as  the  basis  for 
an  application  for  an  order  under  S  2.65. 

§  2.66-1  Investigation  and  prosecution 
of  programs— Basis  and  purpose. 

The  principal  purpose  of  §  2.66  is  to 
enable  a  regulatory  agency  whose  inspec¬ 
tion  or  other  source  of  information  has 
disclosed  a  need  for  follow-up,  or  which 
has  been  refused  access  to  patient  rec¬ 
ords.  to  obtain  the  necessary  authoriza¬ 
tion  for  access  and  copying.  There  may 
also  be  rare  instances,  such  as  those  in¬ 
volving  financial  fraud,  tax  evasion,  or 
other  offenses  where  access  by  other  in¬ 
vestigative  agencies  is  necessary,  sub¬ 
ject  to  the  requirements  and  prot^tions 
of  this  part. 

§  2.67  Undercover  agents  and  infornv* 
ants — Rules. 

(a)  Applicability.  This  section  applies 
to  any  application  by  an  administrative, 
regulatory,  supervisory.  Investigative,  or 
law  enforcement  agency  for  an  order  to 
permit  such  agency  to  have  an  imder- 
cover  agent  or  Informant  in  a  program 
under  circumstances  which  would  other¬ 
wise  be  prohibited  under  §  2.19. 

(b)  Notice.  An  order  under  this  sec¬ 
tion  may  be  granted  without  notice 
where  the  criminal  conduct  for  the  in¬ 
vestigation  of  which  it  is  granted  is  be¬ 
lieved  to  be  carried  on  by  the  program 
director  or  by  any  employee  or  agent 
of  the  program  with  the  knowledge  of 
the  program  director  or  under  such 
circumstances  that  in  the  exercise  of 
reasonable  care  the  program  director 
should  know  of  such  conduct.  Under  any 
other  circumstances,  an  order  imder  this 
section  may  be  granted  only  after  the 
program  director  has  been  afforded  no¬ 
tice  and  opportimity  for  hearing. 

(c)  Criteria.  An  order  imder  this  sec¬ 
tion  may  be  granted  only  where  there  is 
reason  to  believe  that  a  program  or  any 
principal,  agent,  or  employee  thereof  is 
engaged  in  serious  criminal  misconduct, 
and  that  other  means  of  securing  evi¬ 
dence  of  such  criminal  misconduct  are 
not  available  or  would  not  be  effective. 

(d)  Scope.  An  order  granted  pursuant 
to  this  section  may  authorize  the  use  by 
the  applicant  of  an  undercover  agent 
or  informant,  either  as  a  patient  or  as 
an  employee,  of  the  program  in  question. 

(e)  Time  periods.  An  order  under  this 
section  may  not  authorize  the  use  of  an 
undercover  agent  for  an  initial  period 
exceeding  60  days.  At  any  time  prior  to 
the  expiration  of  such  60-day  period, 
the  applicant  may  apply  for  an  order  ex¬ 
tending  such  period  for  an  additional 
period  not  to  exceed  60  days,  but  In  no 
event  may  the  use  of  an  undercover  agent 


in  any  program  be  authorized  for  more 
than  180  days  in  any  period  of  12  con¬ 
secutive  months. 

(f)  Duty  of  agent.  Except  to  the  ex¬ 
tent  expressly  authorized  in  an  order 
under  this  section,  which  shall  be  limited 
to  disclosure  of  information  directly  re¬ 
lated  to  the  purpose  for  which  the  order 
is  granted,  an  undercover  agent  or  in¬ 
formant  shall  for  the  purposes  of  this 
part  be  deemed  an  agent  of  the  program 
within  which  he  is  acting  as  such,  and 
as  such  shall  be  subject  to  all  of  the  pro¬ 
hibitions  of  this  part  applicable  to  dis¬ 
closures  of  any  information  which  he 
may  acquire. 

§  2.67—1  Undercover  agents  and  inform¬ 
ants— Basis  and  purpose. 

The  legal  rationale  underlying  this 
section  has  been  set  forth  in  §  2.19-1.  It 
is  expected  that  this  section  will  find  its 
principal  and  perhaps  its  exclusive  ap¬ 
plication  in  the  area  of  drug  law  enforce¬ 
ment.  Experience  has  demonstrated  that 
medical  personnel,  no  matter  how  cre- 
dentialed,  can  engage  in  the  illicit  sale 
of  drugs  on  a  large  scale,  and  that  the 
use  of  undecover  agents  and  informants 
is  normally  the  only  effective  means  of 
securing  eiddence  sufBclent  to  supp>ort  a 
successful  prosecution. 
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Title  21 — Food  and  Drugs 

CHAPTER  III— SPECIAL  ACTION  OFFICE 
FOR  DRUG  ABUSE  PREVENTION 

PART  1401— CONFIDENTIALITY  OF  DRUG 
ABUSE  PATIENT  RECORDS 

Revocation  of  Part 

On  May  9,  1975,  there  was  published 
in  the  Federal  Register  (40  FR  20542) 
a  notice  of  propiosed  rulemaking  propos¬ 
ing  the  revocation  of  Part  1401  of  Title 
21  of  the  Code  of  Federal  Regulations  by 
reason  of  the  proposed  incorporation  of 
its  subject  matter  in  a  new  Part  2  of  Title 
42  of  the  Code  of  Federal  Regulations. 

Interested  persons  were  invited  to  sub¬ 
mit  written  comments,  views,  or  argu¬ 
ments  with  respect  to  the  proposed  revo¬ 
cation,  within  30  days  of  the  date  of  pub¬ 
lication  of  that  notice.  None  were 
received,  except  to  the  extent  that  they 
were  implicit  in  those  submitted  on  the 
proposed  new  Part  2  of  Title  42  of  the 
Code  of  Federal  Regulations,  which  were 
duly  considered. 

Accordingly,  pursuant  to  the  authority 
of  section  408  of  the  Drug  Abuse  Office 
and  Treatment  Act  of  1972,  as  amended 
by  Pub.  L.  93-282  (21  U.S.C.  1175),  and 
under  the  authority  delegated  to  the 
Oeneral  Counsel  (39  FR  17901,  May  21, 
1974) .  Part  1401  of  'ntle  21  of  the  Code 
of  Federal  Regulations  is  revoked,  effec¬ 
tive  August  1, 1975. 

Dated:  June  25. 1975. 

Qrastt  Crews,  n. 
General  Counsel,  Special  Action 
Office  for  Di^  Abuse  Pre¬ 
vention. 
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